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San  Francisco 

Law  Library 

436  CITY  HALL 


EXTRACT  FROM  RULES 

Rule  la.  Books  and  other  legal  material  may  be  borrowed  from 
the  San  Francisco  Law  Library  for  use  within  the  City  and  County 
of  San  Francisco,  for  the  periods  of  time  and  on  the  conditions  herein- 
after provided,  by  the  judges  of  all  courts  situated  within  the  City  and 
County,  by  Municipal,  State  and  Federal  officers,  and_  any  member  of 
the  State  Bar  in  good  standing  and  practicing  law  in  the  City  and 
County  of  San  Francisco.  Each  book  or  other  item  so  borrowed  shall 
be  returned  within  five  days  or  such  shorter  period  as  the  Librarian 
shall  require  for  books  of  special  character,  including  books  con- 
stantly in  use,  or  of  unusual  value.  The  Librarian  may,  in  his  discre- 
tion, grant  such  renewals  and  extensions  of  time  for  the  return  of 
books  as  he  may  deem  proper  under  the  particular  circumstances  and 
to  the  best  interests  of  the  Library  and  its  patrons.  Books  shall  not 
be  borrowed  or  withdrawn  from  the  Library  by  the  general  public  or 
by  law  students  except  in  unusual  cases  of  extenuating  circumstances 
and  within  the  discretion  of  the  Librarian. 

Rule  2a.  No  book  or  other  item  shall  be  removed  or  withdrawn 
from  the  Library  by  anyone  for  any  purpose  without  first  giving  writ- 
ten receipt  in  such  form  as  shall  be  prescribed  and  furnished  for  the 
purpose,  failure  of  which  shall  be  ground  for  suspension  or  denial  of 
the  privilege  of  the  Library. 

Rule  5a.  No  book  or  other  material  in  the  Library  shall  have  the 
leaves  folded  down,  or  be  marked,  dog-eared,  or  otherwise  soiled, 
defaced  or  injured,  and  any  person  violating  this  provision  shall  be 
liable  for  a  sum  not  exceeding  treble  the  cost  of  replacement  of  the 
book  or  other  material  so  treated  and  may  be  denied  the  further 
privilege  of  the  Library. 
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2  United  States  of  America  vs. 

In  the  United  States  District  Court  for  the 
Southern  District  of  California,  Central  Division 

Civil  Action  No.  10266-PH 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 

vs. 

EL-0-PATHIC  PHARMACY,  a  Corporation,  and 
MARTIN  A.  CLEMENS,  an  Individual, 

Defendants. 

COMPLAINT  FOR  INJUNCTION 

[21  U.S.C.  332(a),  331(a)  and  (k),  352(a), 
352(f)(1)  and  (2),  352(j)] 

United  States  of  America,  plaintiff  herein,  by 
and  through  James  M.  Carter,  L^nited  States 
Attorney  for  the  Southern  District  of  California, 
Central  Division,  respectfully  represents  to  this 
Honorable  Court  as  follows : 

1.  This  proceeding  is  brought  under  section 
302(a)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  [21  U.S.C.  332(a)],  hereinafter  referred  to  as 
the  "Act,"  specifically  vesting  jurisdiction  in  the 
several  United  States  District  Courts  to  restrain 
violations  of  section  301  of  said  Act  [21  U.S.C. 
331]  as  hereinafter  appears  more  fully. 

2.  The  defendant,  El-0-Pathic  Pharmacy,  Inc., 
is  a  corporation  having  its  principal  place  of  busi- 
ness at  11091/^  No.  Western  Avenue,  Hollywood, 
California.     The    defendant,    Martin    A.    Clemens, 
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is  the  manager  and  director  of  said  El-0-Pathic 
Pharmacy,  Inc.,  and  is  primarily  responsible  [2*] 
for  the  policies  and  activities  of  the  firm. 

3.  Said  El-0-Pathic  Pharmacy,  Inc.,  and  Mar- 
tin A.  Clemens  are  distributors  of  certain  male  and 
female  hormone  drugs;  the  male  hormone  drugs 
consist  of  methyl  testosterone  tablets  (10  milligrams 
and  25  milligrams)  and  methyl  testosterone  in  lin- 
guet  form  (5  milligrams  and  10  milligrams)  ;  the 
female  hormone  drugs  consist  of  various  prepara- 
tions containing  alpha-estradiol  (ranging  from  .01 
milligrams  to  .5  milligrams). 

4.  Said  male  and  female  hormone  drugs  are 
manufactured  by  Ciba  Pharmaceutical  Products, 
Inc.,  Summit,  New  Jersey,  by  Roche-Organon,  Inc., 
Nutley,  New  Jersey,  and  by  Schering  Corporation, 
Bloomfield,  New  Jersey,  and  are  shipped  in  inter- 
state commerce  by  said  manufacturers  to  said  de- 
fendants. During  the  interstate  and  intrastate 
journeys  of  said  drugs  from  the  manufacturers  to 
the  defendants,  the  labeling  of  each  such  drug  bears 
the  legend : ' '  Caution :  To  be  dispensed  only  by  or  on 
the  prescription  of  a  physician. ' ' 

5.  In  the  sale  and  distribution  of  said  drugs, 
defendants  do  not  require  a  physicians  prescrip- 
tion. Instead,  defendants  repackage  and  relabel 
said  drugs  and  offer  them  for  sale  without  a  phy- 
sician's prescription.    For  example,   the   10  milli- 


*  Page  numbering  appearing  at  foot  of  page  of  original  Certified 
Transcript  of  Record. 
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gram  methyl  testosterone  linguets  are  relabeled  as 
follows : 

El-0-Pathie  Hormones 

50  Tablets 

Each  Tablet  Contains 

10  Mg.  Methyl  Testosterone 

Suggested  Dosage :  One  tablet  upon  arising  before 
breakfast  or  one  tablet  shortly  before  retiring.  Tab- 
lets should  be  held  between  gum  and  cheek,  or 
under  tongue,  and  allowed  to  dissolve  slowly,  so 
that  hormone  is  absorbed  by  mouth  tissues  (saliva 
may  be  swallowed  while  tablet  is  in  mouth,  but  do 
not  swallow  tablet).  The  maintenance  dosage  can 
be  extended  from  three  to  six  months,  mider  super- 
vision of  a  physician. 

Directions:  For  use  by  adult  males  deficient  in 
male  hormone  [3]  when  small  dosages  of  male  hor- 
mone are  prescribed  or  reconmaended  by  a  physician 
for  palliative  relief  of  such  symptoms. 

Distributed  by  El-0-Pathic  Pharmacy 

11091/2  No.  Western  Ave.  Hollywood  27,  Calif. 

Hollywood  9-1722 

(Read  Side  Panels) 

[Side  Panels] 

Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or 
urinary  retention  probably  due  to  carcinoma  of  the 
prostate  or  by  anyone  with  cardiovascular  disease, 
defects  of  spermatogenesis,  sterility  whether  abso- 
lute or  partial,  or  debilitation  due  to  disease.  Caution 
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should  be  exercised  when  taking  hormones  for  long 
periods  since  they  have  been  reported  as  inhibiting 
spermatogenesis.  Take  only  as  directed. 

It  is  impossible  for  a  layman  to  determine  whether 
he  has  a  male  hormone  deficiency,  as  similar  symp- 
toms may  be  caused  by  other  conditions.  There- 
fore, before  taking  testosterone  a  physician  should 
be  consulted,  since  testosterone  will  not  aid  or  re- 
lieve symptoms  not  associated  with  male  hormone 
deficiency.  Children  and  young  adults  must  not 
use  except  under  constant  direct  supervision  of  a 
physician. 

6.  In  mndow  and  store  displays  and  in  news- 
paper advertising,  defendants  represent  and  sug- 
gest that  said  drugs  are  efficacious  in  alleviating  a 
variety  of  disease  conditions,  especially  those  al- 
legedly relating  to  sexual  impotence  in  men  and  to 
change  of  life  in  women. 

7.  Said  defendants  are  also  circularizing  former 
customers  offering  the  methyl  testosterone  linguets 
in  quantities  up  to  1000,  to  be  purchased  before 
said  defendants'  "Mail  Order  Department"  is  [4] 
discontinued  on  September  15,  1949. 

8.  Defendants  violate  section  301  (k)  of  the  Act 
[21  U.S.C.  331  (k)]  by  causing  the  10-milligram 
methyl  testosterone  linguets  to  become  misbranded 
while  held  for  sale  after  shipment  in  interstate 
commerce,  in  the  following  respects : 

(a)  Within  the  meaning  of  section  502(f) 
(1)  of  the  Act  [21  U.S.C.  352  (f)(1)]  in  that 
the  printed  matter  which  defendants  cause  to 
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become  the  labeling  of  said  linguets  fails  to 
bear  adequate  directions  for  use  since  it  fails 
to  state  all  of  the  diseases  or  conditions  of  the 
body  for  which  the  drug  is  intended. 

(b)  Within  the  meaning  of  section  502(f) 
(2)  of  the  Act  [21  U.S.C.  352(f)(2)]  in  that 
the  printed  matter  which  defendants  cause  to 
become  the  labeling  of  said  linguets  fails  to 
bear  adequate  warnings  against  use  in  those 
pathological  conditions  where  its  use  may  be 
dangerous  to  health,  in  such  manner  and  form 
as  are  necessary  for  the  protection  of  the  user, 
since  the  technical  medical  terminology  in 
which  the  cautionary  statement  on  the  labeling 
is  couched  is  inadequate  to  warn  the  ordinary 
lay  user  that  its  use  may  accelerate  the  malig- 
nant growth  of  a  cancer  of  the  prostate  gland 
or  may  cause  sterility. 

(c)  Within  the  meaning  of  section  502(j) 
of  the  Act  [21  U.S.C.  352(j)]  in  that  said 
linguets  are  dangerous  to  health  when  used  in 
the  dosage  and  with  the  frequency  prescribed, 
recommended  and  suggested  in  the  printed  mat- 
ter which  defendants  cause  to  become  the  label- 
ing of  said  drug,  since  such  use  of  the  drug 
may  result  in  sterility,  and  may  accelerate  the 
malignant  growth  of  a  cancer  of  the  prostate 
gland.  [5] 

9.     Defendants  further  violate  section  301(a)  of 
the  Act  [21  U.S.C.  331(a)]  by  causing  the  introduc- 
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tion  into  interstate  commerce  of  said  10-milligram 
methyl  testosterone  linguets  misbranded  in  the  same 
respects  as  described  in  paragraph  8(a),  (b)  and 
(c)  above. 

10.  With  respect  to  the  5-milligram  methyl  tes- 
tosterone linguets,  labeled  exactly  as  described  in 
paragraph  5  except  that  5  mg.  is  substituted  for  10 
mg.,  defendants  violate  section  301  (k)  of  the  Act 
[21  U.S.C.  331  (k)]  by  causing  said  linguets  to  be- 
come misbranded  while  held  for  sale  after  shipment 
in  interstate  commerce,  in  the  following  respects : 

(a)  Within  the  meaning  of  section  502(a) 
of  the  Act  [21  U.S.C.  352(a)]  in  that  the 
printed  matter  which  defendants  cause  to  be- 
come the  labeling  of  said  linguets  is  false  and 
misleading  since  it  represents  and  suggests  that 
one  tablet  daily  is  efficacious  for  use  in  the 
treatment  of  male  hormone  deficiency,  whereas 
one  tablet  daily  would  be  entirely  ineffective 
for  that  purpose. 

(b)  Within  the  meaning  of  section  502(f) 

(1)  of  the  Act  [21  U.S.C.  352(f)(1)]  in  that 
the  printed  matter  which  defendants  cause  to 
become  the  labeling  of  said  linguets  fails  to 
bear  adequate  directions  for  use  since  it  fails 
to  state  all  of  the  diseases  or  conditions  of  the 
body  for  which  the  drug  is  intended. 

(c)  Within  the  meaning  of  section  502(f) 

(2)  of  the  Act  [21  U.S.C.  352(f)(2)]  in  that 
the  printed  matter  which  defendants  cause  to 
become  the  labeling  of  said  linguets  fails  to 
bear  adequate  warnings  against  use  in  those 
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pathological  conditions  where  its  use  may  be 
dangerous  to  health,  in  such  manner  and  form 
as  are  necessary  for  the  protection  of  the  user, 
since  the  technical  medical  terminology  in 
which  the  cautionary  statement  on  the  labeling 
is  couched  is  inadequate  to  warn  the  ordinary 
lay  user  that  its  use  may  accelerate  the  malig- 
nant growth  of  a  cancer  of  the  prostate  [6] 
gland  or  may  cause  sterility. 

11.  Defendants  further  violate  section  301(a)  of 
the  Act  [21  U.S.C.  331(a)]  by  causing  the  intro- 
duction into  interstate  commerce  of  said  5-milli- 
gram  methyl  testosterone  linguets  misbranded  in 
the  same  respects  as  described  in  paragraph  10(a), 
(b),  and  (c)  above. 

12.  With  respect  to  the  methyl  testosterone  tab- 
lets, it  is  likely  that  the  defendants  will  cause  the 
same  ^T-olations  of  section  301(a)  and  (k)  of  the 
Act  [21  U.S.C.  331(a)  and  (k)]  as  they  are  causing 
with  respect  to  the  methyl  testosterone  linguets  (as 
described  in  paragraphs  8  and  9  above),  since  the 
tablets  have  the  same  dangerous  potentialities  as 
the  linguets;  and  since  the  defendants  have  in  the 
past  sold  these  products  freely,  without  a  phy- 
sician's prescription,  and  vdthout  adequate  war- 
nings. 

13.  With  respect  to  the  alpha-estradiol  prepara- 
tions, it  is  likely  that  the  defendants  will  cause  the 
same  violation  of  section  301(a)  and  (k)  of  the 
Act  [21  U.S.C.  331(a)  and  (k)]  as  they  are  causing 
with  respect  to  the  meth}^  testosterone  linguets  (as 


El-0-Pathic  Pharmacy,  et  ah,  etc.  9 

described  in  paragraphs  8  and  9  above),  since  the 
unrestricted  use  of  alpha-estradiol  preparations  by 
women  may  accelerate  the  malignant  growth  of 
cancer  of  the  breast,  crevix,  and  uterus,  and  may 
cause  injury  to  the  female  generative  system;  and 
since  the  defendants  have  in  the  past  sold  these 
products  freely,  without  a  physician's  prescription, 
and  without  adequate  warnings. 

14.  In  the  case  of  United  States  v.  El-0-Pathic 
Pharmacy  and  Martin  A.  Clemens,  No.  20596-Crim- 
inal,  this  Court  on  July  13,  1949,  convicted  said 
defendants  for  the  distribution  of  misbranded  male 
and  female  hormones  in  violation  of  the  Act.  The 
hormones  there  involved  included  methyl  testoster- 
one linguets,  methyl  testosterone  tablets,  and  an 
alpha-estradiol  preparation.  In  announcing  judg- 
ment, the  Court  stated  it  was  convinced  beyond  a 
reasonable  doubt  that  these  hormone  preparations 
constitute  not  merely  a  potential  danger  but  also 
an  actual  danger  to  health  when  used  indiscrimi- 
nately by  the  lay  person.  The  Court  also  stated  that 
the  therapeutic  claims  which  defendants  made  for 
their  products  far  exceeded  the  benefits  that  could 
be  derived  from  them. 

15.  Within  a  month  after  the  aforesaid  convic- 
tion, defendants  have  [7]  embarked  upon  a  wide- 
spread promotion  of  some  of  the  same  products  in 
essentially  the  same  misbranded  condition  as  were 
the  products  involved  in  the  criminal  prosecution. 
Defendants'  revision  of  the  labeling  is  merely  a 
subterfuge  by  which  they  hope  to  deceive  the  Court 
and  defraud  the  public. 
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16.  The  plaintiff  is  informed  and  believes  that 
unless  restrained  by  the  Court,  the  defendants  will 
continue  to  introduce  and  deliver  for  introduction 
into  interstate  commerce  the  said  articles  of  drug 
misbranded  in  the  manner  aforesaid,  and  will  con- 
tinue to  do  those  acts,  while  holding  said  drugs 
for  sale  after  shipment  in  interstate  commerce, 
which  result  in  misbranding  in  the  manner  afore- 
said. 

Wherefore,  plaintiff  prays : 

That  the  defendants,  El-0-Pathic  Pharmacy,  Inc., 
a  corporation  and  Martin  A.  Clemens,  an  indi- 
vidual, and  each  and  all  of  their  officers,  agents, 
servants,  employees,  and  attorneys,  and  all  persons 
in  active  concert  or  participation  with  any  of  them, 
be  perpetually  enjoined  from  directly  or  indirectly 
causing  to  be  introduced  or  delivered  for  introduc- 
tion into  interstate  commerce,  in  violation  of  sec- 
tion 301(a)  of  the  Act  [21  U.S.C.  331(a)]  the 
articles  of  drug,  hereinbefore  described,  or  any 
similar  articles,  misbranded  within  the  meaning  of 
sections  502(a),  502  (f)(1)  or  (2),  or  502(j)  of  the 
Act  [21  U.S.C.  352(a),  352  (f)(1)  or  (2),  or 
352(j)]; 

That  the  said  defendants  and  all  other  persons 
hereinabove  enumerated  be  further  perpetually  en- 
joined from  directly  or  indirectly  causing  any  act 
to  be  done  with  respect  to  the  articles  of  drug, 
hereinbefore  described,  or  any  similar  articles, 
while  said  drugs  are  held  for  sale  after  shij^ment 
in    interstate    commerce,    in    ^dolation    of    section 
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301  (k)  of  the  Act  [21  U.S.C.  331  (k)],  which  causes 
any  of  said  drugs  to  become  misbranded  within 
the  meaning  of  sections  502(a),  502(f)(1)  or  (2), 
or  502(j)  of  the  Act  [21  U.S.C.  352(a),  352(f)(1) 
or(2),or352(j)]; 

That  a  Temporary  Restraining  Order  be  granted 
without  notice  to  the  defendants  restraining  the 
defendants  as  prayed  herein,  since  as  shown  by  the 
attached  afadavits  immediate  and  irreparable  in- 
jury, loss,  and  damage  will  result  to  the  plaintiff 
before  notice  can  be  served  and  a  hearing  had 
thereon ; 

That  at  the  earliest  possible  time  during  the 
effectiveness  [8]  of  the  Temporary  Restraining  Or- 
der, an  order  be  made  and  entered  directing  the 
defendants  to  show  cause,  at  a  time  and  place  to 
be  designated  in  such  order,  why  they  should  not  be 
restrained  as  herein  prayed  during  the  pendency  of 
this  action;  that  upon  the  hearing  of  said  order  to 
show  cause,  a  Preliminary  Injunction  be  granted 
restraining  the  defendants  as  herein  prayed  during 
the  pendency  of  this  action ; 

That  the  plaintiff  be  given  judgment  for  its  costs 
herein  and  for  such  other  and  further  relief  as  to 
the  Court  may  seem  just  and  proper. 

/s/  JAMES  M.  CARTER, 

United  States  Attorney. 

[Endorsed] :     Filed  September  2, 1949.  [9] 


12  United  States  of  Ameiica  vs. 

[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAVIT  OF 
CLINTON  HOBART  THIENES,  M.D. 

United  States  of  America, 
Southern  District  of  California — ss. 

State  of  California, 
County  of  Los  Angeles. 

Before  me,  Ola  H.  Bain,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Adminis- 
tration, designated  by  the  Federal  Security  Ad- 
ministrator, under  authority  of  the  Act  of  January 
31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  reorganiza- 
tion Plan  No.  lY,  Sees.  12-15,  effective  June  30, 
1940,  to  administer  or  take  oaths,  affirmations,  and 
affidavits,  personally  appeared  Clinton  Hobart 
Thienes,  M.D.,  in  the  County  and  State  aforesaid, 
who,  being  first  duly  sworn,  deposes  and  says: 

(1)  I  am  a  licensed  physician  in  the  State  of 
California  with  the  degree  of  Doctor  of  Medicine 
from  the  University  of  Oregon  Medical  School  and 
the  degree  of  Ph.D.  in  pharmacology  from  the^ 
Stanford  University  Medical  School. 

(2)  I  am  Chairman  of  the  Department  of 
Pharmacology  at  the  L^niversity  of  Southern  Cali- 
fornia Medical  School. 

(3)  Pharmacology  is  the  science  of  the  study 
and  action  of  drug  and  other  products  in  the  treat- 
ment of  disease. 
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(4)  I  have  been  engaged  in  the  private  practice 
of  internal  medicine  with  offices  at  2007  Wilshire 
Blvd.,  Los  Angeles,  California. 

(5)  The  drugs,  methyl  testosterone  linguets, 
methyl  testosterone  [10]  tablets,  and  alpha-estradiol 
preparations,  are  highly  potent  and,  within  re- 
stricted limits,  they  have  dramatic  value  in  the 
treatment  of  some  disease  conditions.  However, 
they  do  not  have  general  widespread  therapeutic 
value. 

(6)  The  danger  in  the  use  of  methyl  testosterone 
linguets  and  methyl  testosterone  tablets  in  men  lies 
in  the  fact  that  they  may  cause  sterility  and  may 
accelerate  "the  growth  of  cancer  of  the  prostate 
gland. 

(7)  The  danger  in  the  use  of  alpha-estradiol 
preparations  in  women  lies  in  the  fact  that  they 
may  accelerate  the  growth  of  cancer  of  the  breast, 
cervix,  and  uterus,  and  may  cause  injury  to  the 
female  generative  system. 

(8)  None  of  these  drugs  should  be  used  except 
upon  two  conditions:  (a)  careful  diagnosis  by  a 
competent  physician  to  determine  that  there  is 
actual  need  for  the  drugs,  and  (b)  examination  by 
a  competent  physician  before  administration  and  at 
regular  intervals  during  administration,  to  detect 
the  possibility  of  cancerous  growth.  In  addition, 
men  given  methyl  testosterone  should  be  warned  as 
to  the  danger  that  sterility  may  result  from  con- 
tinued use,  and  women  given  alpha-estradiol  should 
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be  examined  at  regular  intervals  to  detect  the  pos- 
sibility of  injury  to  the  female  generative  system. 

(9)  These  drugs  should  not  be  distributed  to 
lay  persons  without  a  physician's  prescription  be- 
cause lay  persons  are  not  competent  to  diagnose 
the  hormone  deficiency  condition  which  indicates 
the  need  for  such  a  drug,  nor  is  the  lay  person 
competent  to  diagnose  the  presence  of  cancerous 
growth  which  would  contraindicate  the  use  of  such 
a  drug. 

(10)  Distribution  of  these  drugs  to  lay  persons 
without  a  physician's  prescription  is  a  menace  and 
a  hazard  to  the  public,  and  through  their  insidious 
effects  they  may  cause  widespread  suffering  and 
death. 

/s/  CLINTON  HOBART  THIENES, 
M.D. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  this  2nd  day  of  September,  1949. 

/s/  OLA  H.  BAIN, 
Employee  of  the  Federal  Security  Agency,  desig- 
nated under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV  effective  June  30,  1940. 

[Endorsed] :     Filed  September  2,  1949.  [11] 
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[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAVIT  OF,  ELMER  BELT,  M.D. 

United  States  of  America, 
Southern  District  of  California — ss. 

State  of  California, 
County  of  Los  Angeles. 

Before  me,  Ola  H.  Bain,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Adminis- 
tration, designated  by  the  Federal  Security  Ad- 
ministrator, under  authority  of  the  Act  of  January 
31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reorganiza- 
tion Plan  No.  IV,  sees.  12-15,  effective  June  30, 
1940,  to  administer  or  take  oaths,  affirmations,  and 
affidavits,  personally  appeared  Elmer  Belt,  M.D., 
in  the  County  and  State  aforesaid,  who,  being  first 
duly  sworn,  deposes  and  says : 

(1)  I  am  a  licensed  physician  in  the  State  of 
California  with  the  degree  of  Doctor  of  Medicine 
from  the  University  of  California,  in  1920. 

(2)  I  did  post-graduate  work  in  Urology  at  the 
University  of  California  and  at  Harvard  Univer- 
sity. 

(3)  I  have  specialized  in  the  practice  of  urology 
since  1922.  I  have  observed  over  1000  cases  of 
cancer  of  the  prostate.  I  have  published  a  number 
of  scientific  papers  and  books  on  diseases  of  the 
genito-urinary  tract. 

(4)  Urology  is  that  branch  of  medicine  that 
deals  with  the  male  urinary  and  generative  system, 
and  the  female  urinary  system. 


16  United  States  of  America  vs. 

(5)  I  am  a  member  of  the  California  State 
Board  of  Health.  [12] 

(6)  The  drugs,  methyl  testosterone  linguets, 
methyl  testosterone  tablets,  and  alpha-estradiol 
preparations,  are  highly  potent  and,  within  re- 
stricted limits,  they  have  dramatic  value  in  the 
treatment  of  some  disease  conditions.  However, 
they  do  not  have  general  widespread  therapeutic 
value. 

(7)  The  danger  in  the  use  of  methyl  testoster- 
one linguets  and  methyl  testosterone  tablets  in  men 
lies  in  the  fact  that  they  may  cause  sterility  and 
may  accelerate  the  growth  of  cancer  in  the  prostate 
gland.  It  is  estimated  from  post-mortem  investiga- 
tions that  up  to  one-third  of  the  men  over  50  have 
a  dormant  cancerous  growth  in  the  prostate  that 
may  always  remain  dormant.  However,  the  ad- 
ministration of  methyl  testosterone  linguets  or  tab- 
lets greatly  enliances  the  likeliliood  that  such  dor- 
mant cancerous  growth  will  flare  up  into  activity 
and  endanger  the  health  and  life  of  the  individual. 

(8)  None  of  these  drugs  should  be  used  except 
ujDon  two  conditions:  (a)  careful  diagnosis  by  a 
competent  physician  to  determine  that  there  is  ac- 
tual need  for  the  drugs,  and  (b)  examination  by  a 
competent  physician  before  administration  and  at 
regular  intervals  during  administration,  to  detect 
the  possibility  of  cancerous  growth.  In  addition, 
men  given  methyl  testosterone  should  he  warned 
as  to  the  danger  that  sterility  maj^  result  from 
continued  use. 
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(9)  These  drugs  should  not  be  distributed  to 
lay  persons  without  a  physician's  prescription  be- 
cause lay  persons  are  not  competent  to  diagnose  the 
hormone  deficiency  condition  which  indicates  the 
need  for  such  a  drug,  nor  is  the  lay  person  com- 
petent to  diagnose  the  presence  of  cancerous  growth 
which  would  contraindicate  the  use  of  such  a  drug. 

(10)  Distribution  of  these  drugs  to  lay  persons 
without  a  physician's  prescription  is  a  menace  and 
a  hazard  to  the  public,  and  through  their  insidious 
effects  they  may  cause  widespread  suffering  and 
death. 

(11)  The  administration  of  5  milligrams  of 
methyl  testosterone  linguets  daily  is  wholly  worth- 
less in  the  treatment  of  male  hormone  deficiency 
because  this  amount  of  testosterone  is  therapeuti- 
cally insignificant. 

(12)  The  administration  of  10  milligrams  of 
methyl  testosterone  linguets  daily  subjects  the  lay 
purchaser  and  user  to  all  of  the  hazards  above 
described.  [13] 

/s/  ELMER  BELT,  M.D. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  this  2nd  day  of  September,  1949. 

/s/  OLA  H.  BAIN, 
Employee  of  the  Federal  Security  Agency,  desig- 
nated under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV  effective  June  30,  1940. 

[Endorsed] :     Filed  September  2,  1949.  [14] 
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[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAA^IT  OF  IAN  MacDONALD,  M.D. 

United  States  of  America, 
Southern  District  of  California — ss. 

State  of  California, 
County  of  Los  Angeles. 

Before  me,  Ola  H.  Bain,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Adminis- 
tration, designated  by  the  Federal  Security  Admin- 
istrator, under  authority  of  the  Act  of  January  31, 
1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reorganization 
Plan  No.  IV,  sees.  12-15,  effective  June  30,  1940, 
to  administer  or  take  oaths,  affirmations,  and  affi- 
davits, personally  appeared  Ian  MacDonald,  M.D., 
in  the  County  and  State  aforesaid,  who  being  first 
duly  sworn,  deposes  and  says : 

(1)  I  am  a  licensed  physician  in  the  State  of 
California  with  the  degree  of  Doctor  of  Medicine 
from  McCill  University  in  1928. 

(2)  I  have  had  6I/2  years  of  post-graduate  train- 
ing in  surgery  and  surgical  pathology. 

(3)  I  am  a  member  of  the  Cancer  Committee 
of  the  American  College  of  Surgeons,  and  am  one 
of  45  collaborators  working  under  the  Therapeutic 
Trials  Committee  inA'estigating  the  treatment  of 
cancer. 

(4)  I  am  coordinator  of  cancer  teaching  at  the 
University  of  Southern  California. 
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(5)  I  specialize  in  the  treatment  of  cancer  and 
allied  diseases.  I  have  diagnosed  and  treated  ap- 
proximately 1000  cases  of  cancer  of  the  breast  [15] 
in  women  and  have  reviewed  the  histories  of  about 
2700  other  cases  of  cancer  of  the  breast. 

(6)  The  drugs,  methyl  testosterone  linguets, 
methyl  testosterone  tablets,  and  alpha-estradiol 
preparations,  are  highly  potent  and,  within  re- 
stricted limits,  they  have  dramatic  value  in  the 
treatment  of  some  disease  conditions.  However, 
they  do  not  have  general  widespread  therapeutic 
value. 

(7)  The  danger  in  the  use  of  alpha-estradiol 
preparations  in  women  lies  in  the  fact  that  they 
may  accelerate  the  growth  of  cancer  of  the  breast, 
cervix,  and  uterus,  and  may  cause  injury  to  the 
female  generative  system. 

(8)  None  of  these  drugs  should  be  used  except 
upon  two  conditions:  (a)  careful  diagnosis  by  a 
competent  physician  to  determine  that  there  is  ac- 
tual need  for  the  drugs,  and  (b)  examination  by  a 
competent  physician  before  administration  and  at 
regular  intervals  during  administration,  to  detect 
the  possibility  of  cancerous  growth. 

(9)  These  drugs  should  not  be  distributed  to 
lay  persons  without  a  physician's  prescription  be- 
cause lay  persons  are  not  competent  to  diagnose 
the  hormone  deficiency  condition  which  indicates 
the  need  for  such  a  drug,  nor  is  the  lay  person 
competent  to  diagnose  the  presence  of  cancerous 
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growth  which  would  contraindicate  the  use  of  such 
a  drug. 

(10)  Distribution  of  these  drugs  to  lay  persons 
without  a  physician's  prescription  is  a  menace  and 
a  hazard  to  the  public,  and  through  their  insidious 
effects  they  may  cause  widespread  suffering  and 
death. 

/s/  IAN  MacDONALD,  M.D. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  this  2nd  day  of  September,  1949. 

/s/  OLA  H.  BAIN, 
Employee  of  the  Federal  Security  Agency,  desig- 
nated under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV  effective  June  30,  1940. 

[Endorsed] :     Filed  September  2,  1949.  [16] 
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AFFIDAVIT  OF,  ROBERT  S.  ROE 
United  States  of  America, 
Southern  District  of  California — ss. 

Robert  S.  Roe,  being  first  duly  sworn,  deposes  and 
says  that  he  is  Chief,  Los  Angeles  District,  Food 
and  Drug  Administration,  Federal  Security 
Agency,  and  that  the  following  facts  and  docu- 
ments are  derived  from  his  personal  knowledge 
and  from  the  official  records  of  the  Food  and  Drug 
Administration  in  his  possession : 

(1)  On  July  13,  1949,  the  El-0-Pathic  Phar- 
macy, 11091/2  North  Western  Avenue,  Hollywood, 
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California,  and  its  manager  and  director,  Martin 
A.  Clemens,  were  convicted  in  this  Court  of  violat- 
ing the  Federal  Food,  Drug,  and  Cosmetic  Act. 
(No.  20596-Criminal) .  The  sul^stance  of  the  charges 
upon  which  defendants  were  convicted  was  the  in- 
discriminate sale  of  dangerous  drugs  for  lay  use 
together  with  the  making  of  extravagant  therapeu- 
tic claims  for  those  drugs.  The  drugs  involved  in 
that  case  were  male  and  female  sex  hormone 
preparations  including  methyl  testosterone  linguets, 
methyl  testosterone  tablets,  and  alpha-estradiol 
preparations. 

(2)  El-0-Pathic  Pharmacy  and  Martin  A. 
Clemens  continue  to  obtain  these  drugs  from  manu- 
facturers in  New  Jersey.  Each  such  drug  when 
shipped  interstate  from  the  manufacturer  to  El- 
0-Pathic  Pharmacy  and  Martin  A.  Clemens  is 
labeled  with  a  prescription  legend,  namely,  '^Cau- 
tion: To  be  dispensed  only  by  or  on  the 
prescriiDtion  of  a  physician."  The  practice  of  these 
defendants  [20]  has  been  to  promote  large  scale 
distribution  of  these  drugs  by  creating  the  impres- 
sion through  labeling  and  newspaper  advertising 
that  such  drugs  have  miraculous  powers  of  sexual 
rejuvenation  for  men  over  40,  and  that  they  will 
alleviate  disease  conditions  in  women  caused  by 
change  of  life.  Said  defendants  do  not  require  a 
physician's  prescription. 

(3)  The  current  methods  of  distribution  adopted 
hj  the  defendants  with  respect  to  methyl  testoster- 
one   linguets    subsequent    to   their   conviction   last 
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month  are  described  in  paragraphs  5,  6,  and  7  of 
the  Complaint  in  the  instant  case. 

(4)  Attached  hereto  as  Exhibit  A  is  a  copy  of  a 
letter,  dated  July,  1947,  sent  to  the  defendants  and 
all  other  distributors  of  its  products  by  Roche- 
Organon,  Inc.,  a  manufacturer  of  the  drugs  here 
involved.  The  original  of  this  Exhibit  was  intro- 
duced into  evidence  in  the  criminal  trial  above 
referred  to,  and  identified  by  Martin  A.  Clemens 
as  having  been  received  and  read  by  him  in  1947. 
This  Exhibit  indicates  defendants  were  warned  two 
years  ago  as  to  the  dangers  inherent  in  the  indis- 
criminate sale  of  these  drugs  to  the  public  without 
a  physician's  prescription. 

(5)  Defendants  are  in  the  midst  of  unloading 
a  large  quantity  of  these  drugs  without  prescrip- 
tion upon  the  public.  Defendants  are  thereby  now 
causing  immediate  and  irreparable  injury,  loss,  and 
damage  to  the  public  for  the  reasons  stated  in  the 
medical  affidavits  which  accompany  this  affidavit. 

/s/  ROBERT  S.  ROE, 
Chief,  Los  Angeles  District,  Food  and  Drug  Ad- 
ministration. 

Subscribed  and  sworn  to  before  me,  this  2nd  day 
of  September,  1949. 

EDMUND  L.  SMITH, 
Clerk,  U.  S.  District  Court,  Southern  District  of 
California. 

[Seal]  By  /s/  WM.  R.  WHITE, 
Deputy.  [21] 
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Exhibit  A 
(Copy) 

Roche-Organon  Inc. 

Niitley  10,  New  Jersey 

Hormones 

July,  1947 
Gentlemen : 

One  of  our  most  popular  dealer  helps  is  our  liter- 
ature imprinting  service.  Demands  for  Roche- 
Organon  literature  bearing  the  name  and  address 
of  the  individual  dealer  have  increased  by  leaps 
and  bounds.  Because  of  the  growing  popularity  of 
this  service  and  because  a  number  of  dealers  have 
only  recently  become  Roche-Organon  distributors, 
we  would  like  to  repeat  and  reemphasize  the  salient 
points  of  this  service. 

As  you  know,  it  is  the  firm  policy  of  Roche- 
Organon  never  to  advertise  its  products  to  the  laity ; 
therefore,  the  literature  which  you  request  and  re- 
ceive is  for  distribution  only  to  your  physicians.  In 
fact,  all  of  the  more  recent  Roche-Organon  litera- 
ture bears  this  legend : ' '  This  pamphlet  has  been  pre- 
pared for  dissemination  to  the  medical  profession 
exclusively. ' ' 

All  Roche-Organon  products,  with  the  exception 
of  Cytora,  are  strictly  prescription  items;  litera- 
ture, therefore,  must  be  kept  out  of  the  hands  of 
your  customers.  You  would  be  breaking  faith  with 
your  physicians  to  do  otherwise.  In  fact,  you 
might  even  endanger  lives,  for  hormones  are  power- 
ful therapeutic  agents  which  must  be  administered 
under  strict  medical  supervision. 
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So  pass  along  these  facts  to  all  your  clerks:  (1) 
Roche-Organon  literature  is  for  physicians  only. 
(2)  Keep  Roche-Organon  literature  out  of  reach 
of  your  customers.  (3)  All  Roche-Organon  prod- 
ucts (except  Cytora)  bear  an  Rx  legend  on  their 
labels,  and  therefore  may  be  dispensed  only  on  a 
physician's  prescription.  (4)  Don't  give  out  litera- 
ture with  prescriptions  for  Roche-Organon  prod- 
ucts even  when  the  patient  asks  for  it. 

Strict  observance  of  these  rules  means  that  the 
professional  standing  of  your  store  will  rise.  Your 
physicians  will  regard  your  store  as  a  truly  pro- 
fessional hormone  headquarters. 

Sincerely  yours, 

ROCHE-ORGANON  INC. 
NAL-aP 

(Copy) 

[Endorsed] :     Filed  September  2, 1949.  [22] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

ORDER  GRANTING  TEMPORARY 
RESTRAINING  ORDER 

Plaintiff  having  filed  a  Complaint  for  a  tem- 
porary restraining  order  without  notice,  for  a 
preliminary  injunction,  and  for  a  permanent  in- 
junction; and  plaintiff  having  filed  affidavits  in 
support  of  the  prayer  for  a  temporary  restraining 
order  without  notice;  and  the  Court  having  con- 
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sidered  the  Complaint  and  supporting  affidavits; 
and  it  appearing  that  the  defendants  will  continue 
to  violate  the  Federal  Food,  Drug,  and  Cosmetic 
Act  [21  U.S.C.  331(a)  and  (k)]  unless  restrained 
by  order  of  this  Court;  and  it  appearing  that  the 
defendants  are  causing  immediate  and  irreparable 
injury  and  damage  to  the  public  through  its  pres- 
ent and  threatened  distribution  of  hormone  prod- 
ucts in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  since  these  drugs  may  cause  sterility 
in  men,  may  accelerate  the  growth  of  cancer  in  the 
prostate  gland  in  men,  may  accelerate  the  growth 
of  cancer  of  the  breast,  cervix,  and  uterus  in 
women,  and  may  do  injury  to  the  [17]  female  gen- 
erative system;  and  it  appearing  that  the  giving  of 
notice  to  the  defendants  w^ould  unduly  delay  pro- 
tecting the  public  from  these  dangerous  drugs; 

It  Is  Therefore  Ordered  that  the  plaintiff's 
prayer  for  a  temporary  restraining  order  without 
notice  be  and  is  hereby  granted,  and  that  the  de- 
fendants, El-0-Pathic  Pharmacy  and  Martin  A. 
Clemens,  and  their  officers,  agents,  servants,  em- 
I)loyees,  and  attorneys,  and  all  other  persons  in 
active  concert  or  participation  with  all  or  any  one 
or  more  of  them,  be  and  they  are  hereby  temporar- 
ily enjoined  and  restrained  from  directly  or  in- 
directly causing  the  introduction  or  delivery  for 
introduction  into  interstate  commerce,  in  any  form 
or  manner,  of  any  methyl  testosterone  linguets, 
or  any  methyl  testosterone  tablets,  or  any  alpha- 
estradiol  preparations,  which  are  misbranded  as 
follows : 
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(1)  5-milligram  methyl  testosterone  linguets 
whose  labelmg  suggests  that  they  are  effective  iii 
the  treatment  of  male  hormone  deficiency  when  one 
tablet  is  administered  daily. 

(2)  5-milligram  or  10-milligram  methyl  testo- 
sterone linguets,  or  10-milligram  or  25-milligram 
methyl  testosterone  tablets,  whose  labeling  fails  to 
state  all  of  the  disease  conditions  for  which  they 
are  offered  to  the  public,  particularly  rejuvenation 
of  sexual  potency  in  men. 

(3)  5-milligram  or  10-milligram  methyl  testo- 
sterone linguets,  or  10-milligram  or  25-milligram 
methyl  testosterone  tablets,  whose  labeling  fails  to 
bear  adequate  warnings  against  use  in  those  patho- 
logical conditions  where  their  use  may  be  danger- 
ous to  health. 

(4)  10-milligram  methyl  testosterone  linguets,  or 
10-milligram  or  25-milligram  methyl  testosterone 
tablets,  which  are  dangerous  to  health  when  taken 
in  accordance  with  the  directions  on  their  labeling. 

(5)  Alpha-estradiol  preparations  whose  label- 
ing fails  to  state  all  of  the  disease  conditions  for 
which  they  are  offered  to  the  public,  particularly 
to  alle^date  disease  conditions  related  to  change  of 
life  in  women. 

(6)  Alpha-estradiol  preparations  whose  labeling 
fails  to  bear  adequate  warnings  against  use  in  those 
pathological  conditions  where  their  use  [18]  may  be 
dangerous  to  health. 

(7)  Alpha-estradiol  preparations  which  are  dan- 
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gerous  to  health  when  taken  in  accordance  with  the 
directions  on  their  labeling. 

It  Is  Further  Ordered  that  said  defendants  and 
all  other  persons  hereinabove  enumerated  be  and 
they  are  hereby  temporarily  enjoined  and  re- 
strained from  directly  or  indirectly  causing  any  act 
to  be  done  with  respect  to  the  articles  of  drug, 
hereinabove  described,  while  said  drugs  are  held 
for  sale  after  shipment  in  interstate  commerce, 
which  results  in  said  drugs  being  labeled  as  above 
prohibited. 

Unless  otherwise  ordered  by  this  Court,  this  order 
shall  expire  at  4:30  p.m.,  September  6,  1949. 

•  Dated  this  2nd  day  of  September,  1949. 

/s/  JACOB  WEINBERGER, 
U.  S.  District  Judge. 

[Endorsed] :     Filed  September  2,  1949.  [19] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

ORDER  TO  SHOW  CAUSE 

Upon  the  Complaint  and  affidavits  annexed  hereto, 
and  in  view  of  the  issuance  by  this  Court  of  an 
Order  Granting  a  Temporary  Restraining  Order 
on  this  date,  it  is  this  2nd  day  of  September,  1949, 
by  the  United  States  District  Court  for  the  South- 
ern District  of  California,  Central  Division, 

Ordered  that  the  defendants,  El-0-Pathic  Phar- 
macy and  Martin  A.  Clemens,  show  cause  before 
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this  Court  in  Dept.  3  at  10  a.m.  on  the  6th  day  of 
September,  1949,  or  as  soon  thereafter  as  counsel 
can  be  heard,  why  a  preliminary  injunction  should 
not  issue  in  this  cause  as  prayed  for  in  said  Com- 
plaint; provided  that  copies  of  this  Order  and  of 
the  said  Complaint  and  affidavits  be  served  on  said 
defendants  forthwith  but  not  later  than  on  the 
5th  day  of  September,  1949. 

/s/  JACOB  WEINBERGER, 

United  States  District  Judge. 

[Endorsed] :     Filed  September  2,  1949.  [23] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AMENDMENT  TO  COMPLAINT 
FOR  INJUNCTION 

United  States  of  America,  plaintiff  herein,  by 
and  through  James  M.  Carter,  United  States  At- 
torney for  the  Southern  District  of  California, 
respectfully  amends  the  Complaint  for  Injunction, 
heretofore  filed  in  this  proceeding,  as  follows,  no 
responsive  pleading  to  the  original  Complaint  hav- 
ing as  yet  been  served  by  the  defendants: 

(1)  The  caption  of  the  Complaint  is  changed 
to  add  Vita  Pharmacals,  Inc.,  a  corporation,  as  a 
defendant. 

(2)  Paragraph  2  of  the  Complaint,  page  1,  is 
changed  to  read  as  follows: 

The  defendants,  El-0-Pathic  Pharmacy,  Inc., 
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and  Vita  Pharmacals,  Inc.,  are  corporations 
having  their  principal  place  of  business  at 
11091/^  No.  Western  Avenue,  Hollywood,  Cali- 
fornia. The  defendant,  Martin  A.  Clemens,  is 
the  manager  of  both  said  corporations,  and  is 
primarily  responsible  for  their  policies  and  [25] 
activities. 

(3)  Delete  paragraph  8(a)  on  page  4  of  the 
Complaint,  lines  6-11;  delete  paragraph  10(b)  on 
page  5  of  the  Complaint,  lines  16-21 ;  and  substitute 
the  following  paragraph  in  the  place  of  each  of 
these  deleted  paragraphs: 

Within  the  meaning  of  section  502(f)(1)  of 
the  Act  [21  U.S.C.  352(f)  (1)]  in  that  the  label- 
ing of  said  linguets  fails  to  bear  adequate 
directions  for  use  in  all  conditions  for  which 
said  linguets  are  prescribed,  recommended,  and 
suggested  in  their  labeling  and  their  advertising 
matter  disseminated  and  sponsored  by  the  de- 
fendants. 

(4)  The  following  paragraphs  are  added  to  page 
6  of  the  Complaint,  after  line  21 : 

13(a).  Defendants  also  cause  to  be  introduced 
into  interstate  commerce  a  drug  consisting  of  methyl 
testosterone  combined  with  Vitamin  Bi  in  linguet 
form.    Said  drug  is  labeled  as  follows : 
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COPY  OF  CARTON  LABEL 
[Front  Panel] 
180  Tablets 

Male  Hormone  (Methyl  Testosterone) 
Combined  with  Vitamin  Bi 


Here 


Directions:  For  use  by  adult  males  mildly  defi- 
cient in  male  hormone  when  small  dosages  of  male 
hormone  are  prescribed  or  recommended  by  a  physi- 
cian for  palliative  relief  of  such  symptoms.  Daily 
recommended  intake  of  one  light  and  one  dark 
(higher  potency)  tablet  provides  5  milligrams  of 
Methyl  Testosterone  and  3  milligrams  of  Vitamin 
Bi  (Thiamin  Hydrochloride)  in  a  specially  [26] 
prepared  base  for  sublingual  use. 

(See  instructions  on  back  of  box) 

Maywood  Pharmacal  Company 
[Back  Panel] 

Double-Your-Money-Back  Agreement 

If  you  use  Maywood  Hormones  as  directed  and 
are  not  fully  satisfied  with  the  results  you  have 
obtained,  return  the  box  and  the  unused  tablets  to 
Maywood  Pharmacal  Company  and  we  will  cheer- 
fully give  you  double  your  money  back. 

Suggested  Dosage:  One  light  tablet  upon  arising 
before  breakfast,  and  one  dark  tablet  shortly  before 
retiring.  Tablets  should  be  held  between  gum  and 
cheek,   or  under  tongue,   and  allowed  to   dissolve 
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slowly,  so  that  hormone  is  absorbed  by  mouth  tis- 
sues (saliva  may  be  swallowed  while  tablet  is  in 
mouth,  but  do  not  swallow  tablet).  The  mainte- 
nance dosage  can  be  extended  from  3  to  6  months, 
under  supervision  of  a  physician. 

Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or  urinary 
retention  probably  due  to  carcinoma  of  the  pros- 
tate or  by  anyone  with  cardiovascular  disease,  de- 
fects of  spermatogenesis,  sterility  whether  absolute 
or  partial,  or  debilitation  due  to  disease.  Caution 
should  be  exercised  when  taking  hormones  for  long 
periods  since  they  have  been  reported  as  inhibiting 
spermatogenesis.  Take  only  as  directed.  Children 
and  young  adults  must  not  use  except  under  con- 
stant direct  supervision  of  a  physician.  [27] 

[Top  Panel] 

Maywood  Hormones 
The  hormones  in  this  package  are  of  purest  labora- 
tory-controlled potency.    Maywood  Hormones  may 
be  obtained  in  30,  60  and  180-tablet  packages. 

Maywood  Pharmacal  Company 
[Side  Panel] 

It  is  impossible  for  a  layman  to  determine  Avhether 
he  has  a  male  hormone  deficiency,  as  similar  symp- 
toms may  be  caused  by  other  conditions.  There- 
fore, before  taking  testosterone  a  physician  should 
be  consulted,  since  testosterone  will  not  aid  or  relieve 
symptoms  not  associated  with  male  hormone  de- 
ficiency. 
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[Bottom  Panel] 

Methyl  Testosterone 
combined  with  Vitamin  Bi 

Maywood 

Distributed  by  Maywood  Pharmacal  Company 

6912  Hollywood  Blvd. 

Hollywood  28,  Calif. 

[Side  Panel] 

Pull  out  cellophane  tape  and  tear  off  individual 
^'Pocket  Pak"  at  perforation.  Each  pocket  con- 
tains average  daily  dose  of  one  light  (morning) 
and  one  dark  (evening)  tablet.  This  special  pack- 
age keeps  your  hormones  sanitary  and  permits  you 
to  carry  your  daily  dosage  conveniently  in  your 
pocket.  Tear  off  corner  of  pack  to  extract  morn- 
ing tablet,  then  cellophane  can  be  folded  to  protect 
evening  tablet  until  taken.  [28] 

13(b).  The  aforesaid  drug  (methyl  testosterone 
combined  with  Vitamin  Bi),  labeled  as  described 
in  paragraph  13(a),  violates  section  301(a)  of  the 
Act  [21  U.S.C.  331(a)]  in  the  following  respects 
when  defendants  cause  it  to  be  introduced  into 
interstate  commerce: 

(1)  Within  the  meaning  of  section  502(a) 
of  the  Act  [21  U.S.C.  352(a)]  in  that  the 
labeling  is  false  and  misleading,  since  it  rep- 
resents and  suggests  that  the  suggested  daily 
dosage  is  efficacious  for  use  in  the  treatment 
of  male  hormone  deficiency,  whereas  the  sug- 
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gested  daily  dosage  would  be  entirely  ineffective 
for  that  purpose; 

(2)  Within  the  meaning  of  section  502(f)- 

(1)  of  the  Act  [21  U.S.C.  352(f)(1)]  in  that 
the  labeling  of  said  linguets  fails  to  bear  ade- 
quate directions  for  use  in  all  conditions  for 
which  said  linguets  are  prescribed,  recom- 
mended, and  suggested  in  their  labeling  and 
advertising  matter  disseminated  and  sponsored 
by  the  defendants. 

(3)  Within  the  meaning  of  section  502(f)- 

(2)  of  the  Act  [21  U.S.C.  352(f)(2)]  in  that 
the  labeling  of  said  linguets  fails  to  bear  ade- 
quate warnings  against  use  in  those  pathological 
conditions  where  its  use  may  be  dangerous  to 
health,  in  such  manner  and  form  as  are  neces- 
sary for  the  protection  of  the  user,  since  the 
technical  medical  terminology  in  which  the  cau- 
tionary statement  on  the  labeling  is  couched  is 
inadequate  to  warn  the  ordinary  lay  user  that 
its  use  may  accelerate  the  malignant  growth  of 
cancer  of  the  prostate  gland  or  may  cause 
sterility. 

/s/  JAMES  M.  CARTER, 

United  States  Attorney. 

Affidavit  of  Service  by  Mail  attached. 
[Endorsed]:     Filed  September  20,  1949.  [29] 
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[Title  of  District  Court  and  Cause  Xo.  10266-PH.] 

CONSENT  AND  ORDER 

It  Is  Hereby  Stipulated  by  and  between  the 
plaintiff,  United  States  of  America,  and  the  de- 
fendants, El-0-Pathic  Pharmacy  and  Martin  A. 
Clemens  and  Vita  Pharmacals,  Inc.,  through  their 
resjDective  counsel,  that  hearing  on  the  Order  to 
Show  Cause,  heretofore  set  for  10  a.m.,  on  Sep- 
tember 26,  1949,  in  this  proceeding,  be  continued  to 
10  a.m.,  on  October  3,  1949,  or  the  first  available 
date  subsequent  thereto,  and  that  the  Temporary 
Restraining  Order  issued  by  this  Court  on  Septem- 
ber 2,  1949,  in  this  proceeding,  shall  be  and  remain 
in  full  force  and  effect  until  this  Court  rules  on 
the  plaintiff's  prayer  for  a  preliminary  injunction 
after  the  hearing  on  said  Order  to  Show  Cause. 

Dated:    September  26,  1949. 

JAMES  M.  CARTER, 

United  States  Attorney, 

CLYDE  C.  DOWNING, 
Assistant  United  States 
Attorney, 

/s/  GEORGE  E.  DANIELSON, 
Assistant  United  States 
Attorney,  Attorneys  for 
Plaintiff. 

/s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 
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It  Is  So  Ordered  this  30th  day  of  September,  1949. 

/s/  PEIRSON  M.  HALL, 

United  States  District  Judge. 

[Endorsed]:     Filed  October  3,  1949.  [31] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

ANSWER  OF  DEFENDANT  MARTIN  A. 
CLEMENS,  AN  INDIVIDUAL,  AND  VITA 
PHARMACALS,   INC.,  A  CORPORATION. 

Defendants  Martin  A.  Clemens,  individually,  and 
Vita  Pharmacals,  Inc.,  a  corporation,  by  way  of 
answer  to  the  Complaint  for  Injunction  filed  herein 
and  the  Amendment  thereto,  admit,  deny  and  allege 
as  follows: 

I. 

Answering  the  allegations  of  Paragraph  2  of  said 
Complaint,  as  amended,  said  defendants  alleged  that 
El-0-Pathic  Pharmacy,  Inc.,  sued  herein  as  a  co- 
defendant  and  a  corporation,  was  dissolved  as  a 
corporation  on  or  about  September  7th,  1949;  that 
dissolution  proceedings  were  instituted  on  or  about 
August  19th,  1949,  and  that  said  El-0-Pathic  Phar- 
macy, Inc.,  is  no  longer  in  existence,  and  that  all 
of  the  assets  and  liabilities  of  said  corporation 
were  purchased  by  defendant  Vita  Pharmacals,  Inc., 
a  corporation,  on  or  about  the  22nd  day  of  August, 
1949,  and  that  [32]  Vita  Pharmacals,  Inc.,  a  cor- 
poration, is  now  and  at  all  times  since  on  or  about 
August  19th,  1949,  has  been  a  corporation  organ- 
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ized  and  existing  under  the  laws  of  the  State  of 
California.  In  this  connection,  these  answering 
defendants  allege  that  defendant  Martin  A.  Clem- 
ens is  neither  a  director,  officer  or  stockholder  of 
defendant  Vita  Pharmacals,  Inc.,  a  corporation, 
but  is  now  and  at  all  times  since  on  or  about  the 
date  of  its  incorporation  has  been  the  General  Man- 
ager thereof  and  primarily  responsible  for  the 
policies  and  activities  of  said  corporation,  subject 
to  the  approval  or  disapproval  of  the  Board  of 
Directors  thereof. 

II. 
Answering  the  allegations  of  Paragraph  3  of  said 
Complaint,  defendants  deny  that  defendant  Martin 
A.  Clemens  is  now  or  at  any  time  since  on  or  about 
July  13th,  1949,  has  been  a  distributor  of  male  or 
female  hormone  drugs  as  described  in  Paragraph 
3  of  said  Complaint  except  in  his  capacity  as  Gen- 
eral Manager  aforesaid  of  Vita  Pharmacals,  Inc., 
a  corporation,  since  on  or  about  August  19th,  1949. 

III. 

Answering  the  allegations  of  Paragraph  4  of  said 
Complaint,  defendants  admit  that  the  male  and 
female  hormone  drugs  referred  to  in  Paragraph  3 
of  said  Complaint,  to  wit:  methyl  testosterone  tab- 
lets (10-mg.  and  25-mg.)  ;  methyl  testosterone  in 
linguet  form  (5-mg.  and  10-mg.)  ;  and  female  hor- 
mone drugs  consisting  of  various  preparations  con- 
taining alpha-estradiol  (ranging  from  .01-mg.  to 
.5-mg.)  are  manufactured  by  Ciba  Pharmaceutical 
Products,  Inc.,  of  Summit,  New  Jersey;  by  Roche- 
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Organon,  Inc.,  of  Nutley,  New  Jersey ;  and  by  Sher- 
ing  Corporation,  of  Bloomfield,  New  Jersey;  and 
are  shipped  in  interstate  commerce  by  said  manu- 
facturers to  Vita  Pharmacals,  Inc.,  a  corporation. 
Admit  that  during  the  interstate  and  intrastate 
journeys  of  said  drugs  from  said  manufacturers  to 
defendant  Vita  Pharmacals,  Inc.,  a  [33]  corpora- 
tion, the  labeling  of  each  of  said  drugs  bears  the 
legend:  "Caution:  to  be  dispensed  only  by  or  on 
the  prescription  of  a  physician." 

IV. 

Answering  the  allegations  of  Paragraph  5  of  said 
Complaint,  defendants  admit  that  defendant  Vita 
Pharmacals,  Inc.,  a  corporation,  and  defendant 
Clemens,  as  General  Manager  thereof,  do  not  re- 
quire a  physician's  prescription;  admit  that  de- 
fendant Vita  Pharmacals,  Inc.,  a  corporation,  and 
defendant  Clemens  as  General  Manager  thereof, 
have,  since  on  or  about  the  date  of  incorporation 
of  defendant  Vita  Pharmacals,  Inc.,  re-packaged 
and  re-labeled  said  drugs  and  have  offered  for  sale, 
both  interstate  and  intrastate,  male  hormone  drugs 
without  requiring  a  physician's  prescription.  These 
answering  defendants  deny  that  they  have  re-pack- 
aged and  re-labeled  said  drugs  and  offered  all  of 
said  drugs  for  sale  without  a  physician's  prescrip- 
tion as  alleged  in  said  Paragraph  5  of  said  Com- 
plaint, and  in  this  connection  defendants  allege  as 
follows:  that  from  July  13th,  1949,  to  on  or  about 
August  19th,  1949,  defendant  Clemens  did  not  sell 
or  offer  for  sale  in  interstate  commerce  any  of  the 
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aforesaid  drugs;  that  commencing  on  or  about 
August  19th,  1949,  as  General  Manager  of  defendant 
Vita  Pharmacals,  Inc.,  a  corporation,  said  defend- 
ant Clemens  and  said  defendant  Vita  Pharmacals, 
Inc.,  a  corporation,  did  sell  and  offer  for  sale  in 
interstate  commerce,  mitil  restrained  by  this  Court, 
the  aforesaid  male  hormone  drugs  without  requir- 
ing a  physician's  prescription,  but  said  defendants 
have  not,  nor  have  either  of  them,  at  any  time  or 
at  all  since  July  13th,  1949,  sold,  offered  for  sale, 
distributed  or  delivered  for  introduction  into  inter- 
state commerce,  any  of  the  aforesaid  female  hor- 
mone preparations.  Defendants  allege  that  any  and 
all  male  hormone  drugs  sold,  offered  for  sale,  dis- 
tributed or  delivered  for  introduction  into  interstate 
commerce  by  them  or  [34]  either  of  them  at  any 
time  since  on  or  about  August  19th,  1949,  have 
been  re-labeled  by  affixing  to  the  container  in  which 
said  drugs  and  each  of  them  have  been  sold,  offered 
for  sale,  distributed  or  delivered  for  introduction 
into  interstate  commerce,  a  label,  a  true  and  correct 
replica  of  which  is  attached  hereto  and  marked 
Exhibit  "A"  hereto.  Defendants  further  allege  that 
no  other  labeling  of  any  kind  or  character  than  that 
represented  by  Exhibit  "A"  hereto  has  been  at- 
tached to  any  of  said  male  hormone  drugs,  nor  has 
any  labeling  other  than  that  represented  by  Exhibit 
*'A"  hereto  accompanied  the  shipment  of  any  of 
said  male  hormone  drugs  in  interstate  commerce 
since  on  or  about  August  19th,  1949. 
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V. 

Answering  the  allegations  of  Paragraph  6  of  said 
Complaint,  defendants  and  each  of  them  deny  gen- 
erally and  specifically  each  and  every  allegation 
contained  therein. 

VI. 

Answering  the  allegations  of  Paragraph  7  of  said 
Complaint,  defendants  admit  that  former  customers 
of  El-0-Pathic  Pharmacy,  a  corporation,  and  for- 
mer customers  of  Health  Chemicals  Co.,  have  been 
circularized,  offering  methyl  testosterone  linguets 
in  quantities  up  to  1000  to  be  purchased  before  the 
mail  order  department  of  said  El-0-Pathic  Phar- 
macy and  said  Health  Chemicals  Co.  is  discontinued 
on  September  15th,  1949,  and  in  this  connection 
defendants  allege  that  defendant  Vita  Pharmacals, 
Inc.,  a  corporation,  purchased  from  Health  Chem- 
icals Co.  its  mailing  list  of  customers,  and  that  the 
mailing  list  of  the  customers  of  El-0-Pathic  Phar- 
macy, a  corporation,  was  among  the  assets  sold  and 
transferred  by  said  El-0-Pathic  Pharmacy,  a  cor- 
poration, to  defendant  Vita  Pharmacals,  Inc.,  a 
corporation,  on  or  about  August  19th,  1949,  and 
that  the  purpose  of  so  circularizing  former  cus- 
tomers of  El-0-Pathic  Pharmacy  and  Health  Chem- 
icals Co.  by  [35]  defendant  Vita  Pharmacals,  Inc., 
a  corporation,  was  to  retain  the  customers  of  said 
organizations  represented  by  the  respective  mailing 
lists  thereof  as  customers  of  said  defendant  Vita 
Pharmacals,  Inc.,  a  corporation.  A  true  and  correct 
copy  of  the  circular  so  addressed  to  former  cus- 
tomers  of   El-0-Pathic   Pharmacy,   a   corporation, 
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is  attached  hereto  and  marked  Exhibit  "B."  A 
tiiie  and  correct  copy  of  the  circular  so  addressed 
to  former  customers  of  Health  Chemicals  Co.  is 
attached  hereto  and  marked  Exhibit  "C." 

VII. 
Answering  the  allegations  of  Paragraph  8  of  said 
Complaint,  as  amended,  these  answering  defendants 
deny  generally  and  specifically  each  and  every  alle- 
gation contained  therem. 

VIII. 

Answering  the  allegations  of  Paragraph  9  of  said 
Complaint,  these  answering  defendants  deny  gen- 
erally and  specifically  each  and  every  allegation 
contained  therein. 

IX. 

Answering  the  allegations  of  Paragraph  10  of 
said  Complaint,  these  answering  defendants  deny 
generally  and  specifically  each  and  every  allegation 
contained  therein. 

X. 

Answering  the  allegations  of  Paragraph  11  of 
said  Complaint,  these  answering  defendants  deny 
generally  and  specifically  each  and  every  allegation 
contained  therein. 

XI. 

Answering  the  allegations  of  Paragraph  12  of 
said  Complaint,  these  answering  Defendants  admit 
that  defendant  Vita  Pharmacals,  Inc.,  a  corpora- 
tion, and  defendant  Clemens  as  General  Manager 
thereof,  have,  since  on  or  about  August  19th,  1949, 
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sold  the  said  methyl  testosterone  tablets  and  methyl 
testosterone  linguets  freely  in  intrastate  and  inter- 
state commerce  without  a  physician's  prescription 
but  labeled  in  the  manner  aforesaid.  [36]  Deny 
generally  and  specifically  each  and  every  other 
allegation  contained  in  said  Paragraph. 

XII. 

Answering  the  allegations  of  Paragraph  13  of 
said  Complaint,  these  answering  defendants  deny 
generally  and  specifically  each  and  every  allegation 
contained  therein. 

XIII. 

Answering  the  allegations  of  Paragraph  13(a)  of 
said  Complaint,  as  amended,  defendants  admit  that 
defendant  Vita  Pharmacals,  Inc.,  a  corporation,  and 
defendant  Clemens  as  General  Manager  thereof, 
have  caused  to  be  introduced  into  interstate  com- 
merce a  drug  consisting  of  methyl  testosterone  com- 
bined with  Vitamin  Bi  in  linguet  form,  and  that 
said  drug  so  introduced  has  been  and  is  labeled  in 
the  manner  and  form  described  in  said  Paragraph 
13(a).  Said  defendants  attach  hereto  and  mark 
as  Exhibit  "D,"  a  true,  correct  and  actual  label  so 
affixed  to  said  product. 

XIV. 

Answering  the  allegations  of  Paragraph  13(b)  of 
said  Complaint,  as  amended,  these  answering  de- 
fendants deny  generally  and  specifically  each  and 
every  allegation  contained  therein. 
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nothing  by  its  action,  and  for  such  other  and  further 
relief  as  may  be  proper. 

HOWLET  AND  ELSON, 

By  /s/  EUGENE  M.  ELSON, 

Attorneys  for  Defendants. 
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Exhibit  B 

Special  Bulletin 
Dear  Customer: 

We  are  very  sorry  to  inform  you  that  effective 
September  15,  1949,  the  Mail  Order  Department  of 
the  El-0-Pathic  Pharmacy  will  be  discontinued. 

We  sincerely  hope  this  notice  will  give  you  ample 
time  to  place  your  order  for  as  many  of  our  tablets 
as  you  may  need  for  future  use.  Since  many  of  our 
customers  will  be  ordering  in  large  quantities,  we 
would  suggest  that  you  place  your  order  without 
delay. 

Please  bear  in  mind  that  your  order  must  be  re- 
ceived and  shipped  on  or  before  September  15,  1949, 
as  this  is  absolutely  the  last  date  that  shipments  will 
be  made. 

We  would  like  to  take  this  opportunity  to  thank 
you  for  your  past  orders  and  for  a  very  pleasant 
business  relationship. 

Sincerely  yours, 

EL-0-PATHIC  PHARMACY, 

11091/2  No.  Western  Ave., 
Hollywood  27,  Calif. 
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Health  Chemicals  Co. 
c/o  El-0-Pathic  Pharmacy, 
11091/2  North  Western  Ave. 
Hollywood  27,  Calif. 

Price  List  of  Male  Hormones 

Methyl  Testosterone 
Regular  Strength  Linguets 

n  30  Tablets    $5.00 

□  100  Tablets    $13.00 

n  250  Tablets    $29.00 

□  500  Tablets    $55.00 

□  1000  Tablets  (Hospital  Size)   $95.00 

Name    

Address    

City   State  

Please  print  name  and  address 

□  Cash       D  C.O.D.       n  Check  or  Money  Order 
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(Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAVIT  OF  EUGENE  M.  ELSON 

State  of  California, 


''J 


County  of  Los  Angeles — ss. 

Eugene  M.  Elson,  being  duly  sworn,  deposes  and 
says: 

That  lie  is  an  attorney-at-law  licensed  to  practice 
in  all  of  the  Courts  of  the  State  of  California  and 
before  the  above-entitled  Court.  That  he  was  the 
trial  counsel  for  the  defendants  in  the  criminal 
action  referred  to  in  the  Af&davit  of  Martin  A. 
Clemens  filed  herein.  During  said  trial  some  gen- 
tleman whose  name  affiant  does  not  recall  sat  at 
the  end  of  the  counsel  table  with  the  Government 
counsel  advising  and  assisting  them  during  the 
course  of  said  trial.  Your  affiant  spoke  with  this 
gentleman  during  several  intermissions  and  he  ad- 
vised your  affiant  that  he  was  a  doctor  of  medicine 
employed  by  the  Food  and  Drug  Administration 
in  [45]  Washington,  and  that  his  activities  and 
practice  were  devoted  to  the  field  of  endocrinology. 
Your  affiant  stated  to  him  in  substance  as  follows: 

''Isn't  it  a  fact  that  regardless  of  the  label- 
ing these  people  might  devise  for  the  sale  of 
methyl  testosterone  without  prescription,  the 
Food  and  Drug  Administration  would  never 
approve  it?" 

and  said  individual  replied,  in  substance, 

' '  That  is  right.    We  would  never  approve  any 
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labeling  for  over  the  counter  sales  of  methyl 
testosterone  because  it  is  our  purpose  to  see 
that  it  is  sold  only  on  prescription." 

On  October  17,  1949,  your  affiant  requested  and 
obtained  from  the  Clerk  of  the  above-entitled  Court 
the  file  in  the  case  of  IT.  S.  vs.  Walter  Kurt  Max 
Hassenstein,  No.  19,004,  Criminal.  At  said  time 
your  affiant  examined  all  the  documents  m  said  file 
and  copied  therefrom  certain  portions  of  the  docu- 
ments contained  therein.  Your  affiant  alleges  that 
the  defendant  in  said  action  was  prosecuted  by  in- 
formation charging  him  with  a  violation  of  Sections 
352(f)(1)  and  352(f)(2)  of  the  U.  S.  Code,  the 
corresponding  sections  of  which  in  the  Federal 
Food,  Drug  and  Cosmetic  Act  are  Sections  502(f)- 
(1)  and  502(f)(2).  Hereinafter  in  this  affidavit 
reference  to  the  aforesaid  Federal  Food,  Drug  and 
Cosmetic  Act  will  be  made  instead  of  reference  to 
Sections  of  the  U.  S.  Code.  In  said  information  it 
was  charged  that  the  labeling  attached  to  and  ac- 
companying the  product  involved  in  said  action 
violated  the  aforesaid  sections.  Said  information 
quoted  said  labeling  as  follows: 

"Rx  5000 
' '  Important 
'^To  be  used  as  directed  by  physician.  Not 
to  be  used  by  children  or  when  pregnant  or  [46] 
in  the  presence  of  serious  diseases  like  diabetes, 
tuberculosis,  cancer  or  when  abnominal  pains 
(stomach-ache,  cramps,  colic),  nausea,  vomit- 
ing  (stomach  sickness)   or  other  symptoms  of 
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appendicitis  are  present.  Ampules  should  not 
be  used  in  cases  of  nephritis,  myocarditis  and 
arteriosclerosis  and  threatened  rupture  of  the 
uterus.  Frequent  or  continued  use  of  this 
preparation  may  result  in  dependence  on 
laxatives.  *  *  *" 

It  was  charged  in  said  information  that  Section 
502(f)(1)  of  said  action  was  violated  by  the  afore- 
said label  in  that  it  failed  to  reveal  the  reason  for 
using  said  article  of  drug.  It  was  further  charged 
that  Section  502(f)(2)  of  said  action  was  violated 
in  that  said  "drug  contained  a  solution  of  Posterior 
Pituitary  and  the  statement,  to  wit,  'should  not  be 
used  in  cases  of  nephritis,  myocarditis  and  arterio- 
sclerosis' in  the  labeling  was  not  adequate  to  warn 
against  use  of  the  drug  in  kidney  disease,  heart 
disease  and  hardening  of  the  arteries;  and  in  that 
the  labeling  of  said  drug  bore  no  warning  against 
use  by  persons  with  high  blood  pressure." 

A  Motion  to  Dismiss  said  information  was  filed 
on  behalf  of  the  defendant  and  in  support  thereof 
a  Memorandum  of  Points  and  Authorities  was  filed. 
In  opposition  to  the  Points  of  Authorities  of  said 
defendant  the  Government  filed  a  Memorandum  of 
Points  and  Authorities.  On  page  2,  line  20,  to  page 
3,  line  12,  of  the  said  Memorandum  it  was  stated: 

"With  respect  to  the  alleged  misbranding  in 
violation  of  Section  352(f)(1)  (Section  502(f)- 
(1),  Federal  Food,  Drug  and  Cosmetic  Act) 
defendant  rests  his  Motion  to  Dismiss  upon  the 
contention  that  nothing  in  that  Section  of  the 
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Act  requires  the  labeler  to  reveal  the  reason 
for  the  use  of  [47]  the  article,  particularly 
since  the  labeling  contained  the  statement  that 
the  preparation  was  to  be  'used  as  directed  by 
physician.'  Plainly,  if  it  is  required  that  the 
labeling  set  forth  the  reasons  or  conditions  for 
which  the  drug  is  to  be  used,  such  requirement 
is  not  fulfilled  by  a  statement  that  it  is  to  be 
used  as  directed  by  a  physician.  Moreover, 
such  a  direction  is  ambiguous  and  provides  no 
assurance  that  the  purchaser  will  consult  a 
member  of  the  medical  profession.  The  regu- 
lations promulgated  under  Section  352(f)(1) 
(502(f)(1),  Federal  Food,  Drug  and  Cosmetic 
Act)  provide  for  an  exemption  of  the  require- 
ment that  the  labeling  contain  adequate  direc- 
tions for  use  if,  among  other  things,  the  labeling 
of  the  drug  bears  the  statement  'Caution:  To 
be  dispensed  by  or  on  the  prescription  of  a 
physician  [21  Fed.  Reg.  (Cum.  Supp.)  Section 
2.106(b)(4)].'  Defendant  has  not  taken  ad- 
vantage of  this  exemption  but,  rather,  has  care- 
fully avoided  it.  Compliance  with  the  require- 
ments of  the  exemption  would  assure  the  direc- 
tion and  guidance  of  a  physician  in  the  use  of 
the  drug.  The  statement,  however,  placed  on 
the  drug  by  defendant  does  not,  as  stated,  give 
any  such  assurance.  Thus,  the  situation  pre- 
sented is  apparently  one  where  the  drug  is  so 
dangerous  in  its  use  that  the  advice  of  a  physi- 
cian is  ambiguously  suggested,  but  the  language 
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which  would  insure  the  drug's  use  on  the  in- 
struction of  a  [48]  physician  is  absent." 

The  said  Memorandum  of  the  Government  further 
continued  at  considerable  length  on  the  theme  that 
Section  502(f)(1)  of  said  Act  requires  the  labeling 
on  a  drug  to  state  the  conditions  under  which  it  is 
to  be  used.  It  was  further  contended  in  said  Memo- 
randum of  the  Government  that  the  warning  on 
the  labeling  used  works  unknown  and  "mysterious" 
to  the  average  user. 

In  reply  to  said  Memorandum  of  the  Government 
the  defendant  filed  a  Memorandum  of  Points  and 
Authorities  contending  that  Sections  502(f)(1)  and 
502(f)(2)  of  the  Act  do  not  require  "the  purpose 
for  the  use  of  the  medical  preparation  should  be 
shown  on  the  label,"  and  on  page  2,  lines  1-5,  fur- 
ther stated : 

"When  there  is  taken  into  consideration  also 
the  fact  that  the  pleading  sets  forth  that  the 
product  is  to  be  used  'as  directed  by  physician,' 
there  can  be  no  intimation  that  the  statement 
was  not  inserted  as  a  warning  against  the  use 
of  the  product  except  as  designated  by  the 
physician  *  *  *." 

Also  in  said  Memorandum  of  the  defendant  it 
was  stated  on  page  2,  lines  22  to  29,  as  follows : 

"The  matter  of  describing  cases  of  'nephritis, 
myocarditis  and  arteriosclerosis'  and  the  alle- 
gation that  these  diseases  should  be  described 
as  'kidney,  heart  disease  and  hardening  of  the 
arteries,  respectively,  has  no  precedence  in  our 
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law.  It  would  cause  a  criminal  act  to  arise  if, 
in  the  whimsy  or  caprice  of  a  Government  offi- 
cial the  identical  words  approved  by  the  Gov- 
ernment official  were  not  used,  *  *  *" 

Thereafter,  the  above-entitled  Court  rendered  its 
opinion  [49]  entered  in  the  Minutes  of  said  Court 
as  follows: 

"Hall,  J.: 

"The  statement  on  the  label  'Important.  To 
be  used  as  directed  by  physician,'  is  in  my 
judgment  an  'adequate  direction'  for  the  use 
of  the  product.  It  is  not  to  be  used  at  all 
unless  a  physician  directs  it.  To  put  more  on 
the  label  would  be  to  suggest  it  could  be  used 
without  the  direction  of  a  physician  which 
would  be  more  apt  to  be  false  and  misleading 
than  the  simple  statement  as  used. 

"The  words  'nephritis,  myocarditis,  and  ar- 
teriosclerosis' are  dictionary  words  which  are 
commonly  understood  to  mean  certain  types  of 
kidney,  heart  or  arterial  diseases.  The  w^arning 
that  the  product  should  not  be  used  in  such 
cases  appearing  under  the  word  Important  to- 
gether with  the  statement,  'To  be  used  as 
directed  by  physician,'  is  an  'adequate  warn- 
ing' sufficient  to  comply  with  the  statute  as  to 
all  except  children,  and  is  not  false  or  mislead- 
ing. 

"As  to  the  'adequate  warning  against  its 
use  by  children'  I  do  not  know  how  a  more 
adequate  warning  could  be  given  on  a  label 
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(b)     Particulars  Wherein  Misbranding 
than  the  statement  'not  to  be  used  by  children.' 

"The  motion  to  dismiss  is  granted." 

/s/  EUGENE  M.  ELSON. 

Subscribed  and  sworn  to  before  me  this  21st  day 
of  October,  1949. 

[Seal]        /s/  JAMES  C.  HYNE, 

Notary  Public  in  and  for  Said 
County  and  State. 

[Endorsed] :     Filed  October  24,  1949.  [50] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAVIT  OF  MAETIN  A.  CLEMENS 

State  of  California, 
County  of  Los  Angeles — ss. 

Martin  A.  Clemens,  being  duly  sworn,  deposes 
and  says: 

That  he  makes  this  Affidavit  in  response  to  cer- 
tain of  the  allegations  contained  in  the  Complaint 
for  Injunction  and  Amendment  thereto  and  the 
Affidavits  of  Robert  S.  Roe,  Clinton  Hobart  Thienes, 
M.D. ;  Elmer  Belt,  M.D.,  and  Ian  MacDonald,  M.D., 
all  on  file  in  the  above-entitled  proceeding. 

That  on  or  about  March  22nd,  1949,  there  was 
filed  an  Information  in  the  above-entitled  Court 
numbered  20596,  in  which  affiant  Clemens  was 
named  as  a  defendant.  In  said  Information  it  was 
charged  that  defendant  Clemens  delivered  for  in- 
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troduction  into  interstate  commerce  certain  male 
hormone  drugs  and  that  the  same  were  misbranded 
in  violation  of  the  Federal  Food,  Drug  and  [51] 
Cosmetic  Act.  The  product  involved  in  each  Count 
of  said  Information  involving  male  hormone  drugs, 
the  particulars  wherein  said  products  were  therein 
alleged  to  be  misbranded,  together  with  the  Sections 
of  the  Federal  Food,  Drug  and  Cosmetic  Act  alleged 
to  have  been  violated,  were  as  follows : 

Count  I. 

(a)     Product : 
methyl  testosterone  tablets,  25-mg.  each;  oral  dos- 
age: 1  to  2  tablets  daily; 

(b)  Particulars  Wherein  Misbranding 
Was  Alleged: 
That  accompanying  said  product  in  interstate  com- 
merce was  a  circular  entitled  "Male  and  Female 
Sex  Hormones."  Affiant  attaches  hereto  and  marks 
Exhibit  "A"  to  this  Affidavit  a  copy  of  the  circular 
which  accompanied  said  product. 

(c)     Violation  Charged: 
1.    Section  502(a),  Food,  Drug  and  Cosmetic  Act: 
That  the  labeling  represented  and  suggested  that 
said  product 

a.  would  stimulate  growth  and  development  of 
the  sex  organs ; 

b.  would  stimulate  growth  and  development  of 
the  male  sex  characteristics,  such  as 

(1)  distribution  of  hair 

(2)  muscular  development 

(3)  depth  of  voice 
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c.  would  correct  lack  of  sexual  power  and 
impotence ; 

d.  would  relieve  and  postpone  the  many  condi- 
ditions  associated  with  middle  age ; 

e.  would  improve  the  sense  of  well-being;  [52] 

f.  constituted  an  adequate  treatment  for 

(1)  flushes 

(2)  sweats 

(3)  chills 

(4)  impaired  memory 

(5)  inability    to    concentrate    on    activities 
and  tendency  to  evade  them 

(6)  nervousness 

(7)  general  weakness  and  lack  of  physical 
strength 

That  the  labeling  represented  and  suggested  that 

a.  The  use  of  said  drug  would  result  in  improved 
physical  and  mental  work 

b.  The  use  of  said  drug  would  exert  a  tonic 
action  resulting  in  renewed  vigor 

c.  Said  drug  would  impart  a  better  attitude 
toward  social  life 

d.  Said  drug  would  cause  nervousness,  exhaus- 
tion and  melancholy  to  disappear  in  the  aver- 
age man  in  his  late  40 's 

That  said  representations  and  suggestions  were 

false  and  misleading  in  that 
a.    Said  drug  would  not  accomplish  the  aforesaid 

purposes 
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2.  Section   502(f)(2),   Food,   Drug   and   Cosmetic 

Act: 

That  said  drug  was  further  misbranded  in  that 
a.  The  said  labeling  failed  to  bear  such  adequate 
warnings  against  use  in  those  pathological 
conditions  where  its  use  may  be  dangerous 
to  health,  in  such  manner  and  form  as  are 
necessary  for  the  protection  of  the  user,  in 
that  each  tablet  of  said  drug  [53]  containing 
25-mg.  of  male  hormone  (methyl  testosterone) 
and  the  labeling  of  said  drug  failed  to  warn 
that  its  use  may  result  in  sterility  and  its 
use  by  individuals  with  early  and  incipient 
carcinoma  of  the  prostate  may  result  in  ac- 
celeration of  the  malignant  growth; 

3.  Section  502(j),  Food,  Drug  and  Cosmetic  Act: 
That  said  drug  was  further  misbranded  in  that 
a.    it  was  dangerous  to  health  when  used  in  the 

dosage  and  with  the  frequency  prescribed, 
recommended  ad  suggested  in  its  labeling, 
since  each  tablet  of  said  drug  contained 
25-mg.  of  male  hormone  (methyl  testosterone) 
and  the  use  of  a  drug  containing  25-mg.  of 
male  hormone  in  each  tablet  with  the  fre- 
quency prescribed,  recommended  and  sug- 
gested in  the  labeling,  to  wit:  as  directed  on 
the  box  labeling:  "1-2  tablets  daily,"  and  as 
directed  in  the  aforesaid  circular:  "1  tablet 
a  day,"  would  be  dangerous  to  health  since 
such  use  of  said  drug  may  result  in  sterility 
and  such  use  by  individuals  with  early  and 
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incipient  carcinoma  of  the  prostate  may  re- 
sult in  acceleration  of  the  malignant  growth. 

Count  II. 

(a)     Product: 
Same  as  in  Count  I 

(b)     Particulars  Wherein  Misbranding 
Was  Alleged: 
Same  as  in  Count  I  [54] 

(c)     Violation  Charged: 
Same  as  in  Count  I 

Count  IV. 

(a)     Product: 
Same  as  in  Count  I 

(b)     Particulars  Wherein  Misbranding 
Was  Alleged: 
Same  as  in  Count  I 

(c)     Violation  Charged: 
Same  as  in  Count  I  except  that  there  was  no  charge 
of  failure  to  bear  adequate  warnings  against  use  in 
certain  conditions,  etc.,  in  violation  of  Section  502- 
(f)(2)  of  said  Act. 

There  was  a  charge  made  under  this  Count  (vio- 
lation of  Section  301  (k)  of  said  Act)  which  is  not 
material  here. 

Count  V. 

(a)     Product: 
Same  as  in  Count  I 
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(b)     Particulars  Wherein  Misbranding 
Was  Alleged: 

Accompanying  literature:  it  was  not  alleged  that 
the  circular  referred  to  in  the  previous  Counts,  Ex- 
hibit "A"  hereto,  accompanied  this  product.  The 
position  of  the  government  was  that  no  literature 
other  than  the  label  on  the  immediate  container  of 
the  product  accompanied  the  shipment. 

(c)     Violation  Charged: 
1.    Section  502(j),  Food,  Drug  and  Cosmetic  Act, 
as  in  Count  I.  [55] 

Count  VI. 
(a)     Product : 
Same  as  in  Count  I 

(b)     Particulars  Wherein  Misbranding 
Was  Alleged: 
Same  as  in  Count  I 

(c)     Violation  Charged: 

1.  Section  502(a),  Food,  Drug  and  Cosmetic  Act, 
as  in  Count  I. 

2.  Section  502 (j),  Food,  Drug  and  Cosmetic  Act, 
as  in  Count  I. 

It  was  not  charged  in  this  Count,  as  in  Count  I,  that 
Section  502(f)(2)  of  said  Act  was  violated  in  fail- 
ing to  bear  adequate  warnings  against  use  in  certain 
pathological  conditions,  etc.,  etc. 

Count  VII. 
(a)     Product: 
Same  as  in  Count  I 
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(b)  Particulars  Wherein  Misbranding 
Was  Alleged: 
Accompanying  literature:  it  was  not  charged  that 
any  literature,  such  as  Exhibit  "A"  or  otherwise, 
other  than  the  labeling  upon  the  immediate  con- 
tainer in  which  the  product  was  shipped  accompa- 
nied this  product. 

(c)     Violation  Charged: 
So  far  as  is  material  here,  Section  502(j),  Food, 
Drug  and  Cosmetic  Act,  as  in  Count  I. 

Count  VIII. 

(a)     Product : 
Same  as  in  Count  I 

(b)     Particulars  Wherein  Misbranding 
Was  Alleged: 
Same  as  in  Count  I  [56] 

(c)     Violation  Charged: 

1.  Section  502(a)  of  said  Act,  as  in  Comit  I. 

2.  Section  502(j)  of  said  Act,  as  in  Count  I. 

A  violation  of  Section  502(f)(2)  of  said  Act,  as  in 
Count  I,  was  not  charged  under  this  Count. 

Count  IX. 

(a)     Product; 
Same  as  Count  I 

(b)     Particulars  Wherein  Misbranding 

Was  Alleged: 

Accompanying  literature:  it  was  not  alleged  that 
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(c)     Violation  Charged: 

1.  Section  502(a)  of  said  Act,  as  iii  Count  I. 

2.  Section  502(f)(1)  of  said  Act,  as  in  Count  I. 
That  the  labeling  of  said  drug  failed  to  bear 
adequate  directions  for  use  in  that  it  bore  no 
directions  for  use. 

However,  it  was  alleged  in  said  Count  that  said 
circular,  Exhibit  ''A"  hereto,  did  accompany  said 
shipment  and  product,  and  affiant  alleges  that 
said  circular  was  therefore  part  of  the  labeling. 

3.  Section  502(f)(2)  of  said  Act,  as  in  Count  I. 

Recapitulating  the  aforesaid  charges  insofar  as 
the  same  are  material  to  this  litigation,  the  charges 
of  the  government  were  that  the  labeling  of  said 
products  so  shipped  constituted  a  misbranding  of 
said  products  for  the  following  reasons: 

1.  That  said  labeling  falsely  represented  and 
suggested  that  said  products  would  be  efficacious 
in  the  treatment  of  the  conditions  enumerated 
hereinbefore  under  the  discussion  as  to  Count  I 
in  violation  of  Section  502(a)  of  the  Food,  Drug 
and  Cosmetic  Act. 

2.  That  said  labeling  failed  to  bear  adequate 
warnings  against  use  in  those  conditions  where 
it  might  be  dangerous  to  health  in  that  the 
labeling  failed  to  warn  that  its  use  might  result 
in  sterility  and  its  use  by  individuals  with  early 
and  incipient  carcinoma  of  the  prostate  might 
result  in  acceleration  of  the  malignant  growth. 

3.  That  said  product  was  dangerous  to  health 
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in  that  25-mg.  thereof  as  prescribed:  1-2  tab- 
lets daily,  [59]  would  be  dangerous  to  health  in 
the  aforesaid  respects  in  violation  of  Section 
502(j)  of  said  Food,  Drug  and  Cosmetic  Act. 

At  the  outset  of  the  trial  of  said  action,  said  de- 
fendant Clemens  took  the  position  and  maintained 
the  same  throughout  that  the  symptoms  referred  to 
in  said  Exhibit  ''A"  hereto  would  be  relieved  if 
the  individual  manifesting  the  same  were  suffering 
from  a  male  hormone  deficiency,  and  that  said  cir- 
cular, Exhibit  "A,"  did  no  more  than  make  such 
a  representation,  and  did  not  represent  that  said 
male  hormone  products  would  be  efficacious  in  the 
treatment  or  relief  of  said  symptoms  though  they 
might  have  been  caused  by  some  condition  other 
than  a  male  hormone  deficiency,  and  at  the  outset 
of  said  action  offered  to  the  Court  and  served  a 
copy  thereof  upon  counsel,  his  argument  in  this 
respect  entitled  "Comparison  of  Information  re 
Alleged  Therapeutic  Claims  with  Labeling  Involved 
(the  Pamphlet  'Male  and  Female  Sex  Hormones')," 
and  said  document  so  submitted  became  part  of  the 
files  and  records  in  said  action. 

Government  Evidence  in  Support  of  the 
Aforesaid  Charges 

In  support  of  the  aforesaid  charges,  several  med- 
ical witnesses  were  called  by  the  government  to 
testify.  References  to  the  reporter's  transcript  in 
said  criminal  action  will  hereinafter  be  made  for 
convenience  in  the  event  that  it  should  develop  that 
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said  reporter's  transcript  should  be  a  part  of  the 
record  in  this  case. 

I. 

Clinton  A.  Thienes,  M.D. 

So  far  as  material  to  this  case,  said  witness  tes- 
tified as  follows:  [60] 

That  in  early  cancer  of  the  prostate,  presence  of 
cancerous  growth  may  not  be  recognized,  and  that  the 
administration  under  such  circumstances  of  metlwl 
testosterone  would  stimulate  the  cancerous  growth 
and  perhaps  carry  it  to  the  point  where  it  is  no  longer 
cureable.  (R.  T.,  p.  27)  Assuming  a  man  to  be  50 
years  of  age  who  complains  of  flushes,  sweats,  ex- 
treme nervousness,  inability  to  concentrate,  nocturia, 
and  who  goes  to  his  doctor  who  is  an  average  general 
practitioner,  and  no  evidence  of  cancer  of  the  pros- 
tate is  diagnosed,  he  does  not  believe  that  the  doctor 
would  prescribe  testosterone  for  a  period  of  time 
and  wait  and  see  whether  the  symptoms  were  re- 
lieved. (R.  T.,  p.  39-41)  In  his  opinion,  the  general 
practitioner  today,  before  prescribing  testosterone, 
would  want  to  be  sure  that  his  patient  was  suffering 
from  the  male  climacteric,  and  in  his  opinion,  the 
majority  of  general  practitioners  would  require  lab- 
oratory tests  as  to  the  secretion  of  hormones  from 
the  testes  before  prescribing  testosterone. 

The  consensus  of  medical  opinion  is  that  methyl 
testosterone  will  cause  sterility,  (p.  54).  Testosterone 
is  dangerous  unless  prescribed  ''under  the  guidance 
of  a  physician."  (p.  62). 


El-0-PatJiic  Pharmacy,  et  al.,  etc.  67 

Symi^toms  such  as  inability  to  concentrate  and 
irritability  in  males  of  approximately  50  years  of 
age  are  present  in  conditions  other  than  hormone 
deficiency.  Most  of  those  symptoms  are  due  to  some- 
thing other  than  such  a  deficiency,  (p.  66).  The  onty 
sure  way  that  he  knows  to  determine  whether  or  not 
there  is  a  hormone  deficiency  is  by  laboratory  pro- 
cedure— an  analysis  of  the  urine,   (p.  67). 

II. 

Warren  Nelson,  M.D. 

Professor  of  Anatomy  and  Endocrinology,  Univer- 
sity of  Iowa.  His  studies  have  shown  that  injection 
of  testosterone  will  result  [61]  in  a  lower  production 
of  spermatozoa  and  a  lowered  production  of  the  hor- 
mones of  the  testes,  (p.  79-80).  This  inhibition  lasts 
for  the  duration  of  the  treatment.  How  much  beyond 
that  it  is  difficult  to  say.  (p.  82). 

From  his  own  research  he  cannot  make  any  state- 
ment as  to  the  effect  on  the  testes — sterility — of 
methyl  testosterone,  but  the  concensus  of  opinion  as 
he  interprets  it  is  that  it  will  inhibit  sperm  cell  pro- 
duction and  production  of  testosterone  by  the  inter- 
stitial cells,  (p.  98). 

He  would  be  unwilling  to  say  that  25-mg.  of  testos- 
terone injected  (this  is  testosterone  propinate,  not 
methyl  testosterone,  the  latter  being  taken  orally) 
would  make  the  person  sterile.  In  his  opinion,  it 
would  reduce  the  production  of  spermatozoa  and 
make  the  person  less  fertile.  Sterility  implies  com- 
plete lack  of  fertility,  (p.  102)  and  therefore  the  term 
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''sterility"  as  used  in  the  Information,  is  used  in- 
correctly, (p.  106). 

If  a  person  went  to  a  doctor  and  the  doctor  pre- 
scribed testosterone,  the  result,  so  far  as  the  inhibi- 
tory effect  of  testosterone  on  sperm  production  is  con- 
cerned, would  be  the  same  as  though  the  individual 
bought  it  at  a  store  without  prescription  except  that 
he  is  sure  that  the  physician  would  have  warned  him 
that  his  fertility  would  probably  be  decreased,  and  if 
he  treated  himself,  the  patient  wouldn't  know  that. 
(p.  107). 

He  believes  that  the  average  physician  would  so 
advise  the  patient,    (p.  108) . 

In  his  opinion,  the  male  climacteris  is  an  unusual 
and  rarely  encountered  condition,  (p.  108).  It  is 
undoubtedly  a  procedure  done  in  some  instances  to 
give  a  person  methyl  testosterone  when  he  manifests 
symptoms  of  the  male  climacteric.  It  is  assumed  in 
those  conditions  that  if  the  person  is  relieved,  the 
individual  is  going  through  the  male  climacteric. 
However,  at  the  University  where  individuals  are 
admitted  and  are  suspected  of  having  the  male  [62] 
climacteric,  laboratory  tests  are  made  to  determine 
whether  he  properly  belongs  in  that  category  or 
should  receive  other  forms  of  therapy,  (p.  108,  109). 
There  is,  however,  a  difference  between  the  method 
employed  by  a  doctor  in  his  position  associated  with 
Universities  or  experimental  institutions  and  the 
method  in  which  the  average  general  practitioner 
a])proaches  the  same  problem.  The  economic  factor 
of  time  as  well  as  other  factors  enter  into  the  ap- 
proach, (p.  109,110). 
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III. 
Dr.  Norris  J.  Heckel,  M.D. 
Professor  of  Urology,  University  of  Illinois. 

He  uses  testosterone  in  urology  only  for  the  treat- 
ment of  men  who  have  a  deficiency  of  the  male  sex 
hormone,  (p.  158) .  Such  deficiency  is  found  in  endo- 
crine disturbances  best  illustrated  by  eunuchism  and 
by  men  who  have  been  castrated  or  whose  testes  have 
been  injured,  (p.  159-160). 

Hormone  therapy  would  not  correct  impotence  in 
a  man  in  his  late  40 's  unless  it  were  due  to  a  male 
hormone  deficiency,  (p.  168-169).  In  his  opinion,  if 
a  man  were  suffering  from  a  male  hormone  deficiency, 
methyl  testosterone  would  correct  lack  of  sexual 
power  and  impotence.  Also,  it  would  postpone  the 
many  conditions  associated  with  middle  age  and  im- 
prove the  sense  of  well-being.  If  a  man  were  suffer- 
ing from  a  hormone  deficiency,  methyl  testosterone 
would  constitute  an  adequate  treatment  for  flushes, 
sweats  and  chills,  impaired  memory,  inability  to  con- 
centrate on  activities  and  tendency  to  evade  them, 
nervousness,  depression,  general  weakness  and  lack 
of  physical  strength,  (p.  172,  174).  However,  there 
are  many  diseases  other  than  a  male  hormone 
deficiency  that  would  produce  those  symptoms.  If  a 
man  were  suffering  from  a  male  hormone  deficiency, 
methyl  testosterone  would  result  in  improved  physi- 
cal and  mental  work  and  would  exert  a  tonic  action 
resulting  in  renewed  [63]  vigor  and  would  impart 
a  better  attitude  toward  social  life  and  cause  nervous- 
ness, exhaustion  and  melancholy  to  disappear.    How- 
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ever,  those  symptoms  are  also  symtoms  of  diseases 
or  conditions  other  than  a  male  hormone  deficiency, 
(p.  173-175). 

A  male  hormone  deficiency  is  first  determined  b}"  a 
careful  history,  second,  a  careful  physical  examina- 
tion, and  third,  laboratory  tests  to  aid  in  the  diag- 
nosis, such  as  the  estimation  of  17  ketosteroids  in 
the  urine,  and  also,  by  the  estimation  of  the  secretion 
of  the  gonadtropins  in  the  urine,  (p.  176).  There  are 
no  objective  symptoms  which  would  enable  him  to 
correctly  diagnose  a  male  hormone  deficiency, 
(p.  177). 

Methyl  testosterone  will  aggravate  a  prostatic 
cancer,     (p.  180). 

As  to  a  patient  calling  on  a  general  practitioner 
complaining  of  the  several  symptoms  enumerated, 
i.e.,  nervousness,  etc.,  etc.,  in  his  opinion  the  general 
l^ractitioner  would  make  a  careful  examination  of 
the  patient  to  see  if  he  could  find  out  what  is  pro- 
ducing the  symptoms.  He  would  conduct  a  complete 
physical  examination  from  head  to  foot.  If  that 
produced  nothing,  he  would  probably  examine  the 
urine  to  see  whether  there  was  any  sugar  in  it  which 
might  give  him  a  clue  to  diabetes  which  would  pro- 
duce such  symptoms.  If  he  found  no  sugar,  he  would 
determine  whether  there  was  any  albumin  in  the 
urine  or  whether  the  patient  was  suffering  from 
Bright 's  Disease  or  some  kidney  disturbance.  If 
nothing  turned  up  then,  he  would  take  the  patient's 
blood  pressure.  If  that  were  normal  and  his  urine 
negative,  he  would  probably  take  a  blood  count  to 
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see  whether  the  patient  was  suffering  from  anemia. 
There  might  be  some  indication  that  the  patient  had 
a  gastro-intestinal  disturbance,  and  an  x-ray  picture 
of  the  tract  or  of  the  colon  would  be  taken,  or  a  basal 
metabolic  test  to  discover  whether  he  had  some  dis- 
turbance of  his  thyroid.  If  such  doctor  found  noth- 
ing suspicious  as  a  result  of  such  examination,  [64] 
he  might,  but  he  shouldn't,  suggest  testosterone  to  the 
patient  for  a  period  of  4  to  6  weeks  to  see  if  those 
symptoms  were  relieved,    (p.  186-190). 

He  has  never  been  able  to  make  a  diagnosis  of  the 
male  climacteric.  The  only  way  that  he  can  explain 
the  vast  quantity  of  testosterone  sold  is  that  he  does 
not  know  of  any  doctor  who  has  presented  evidence 
of  a  definite  diagnosis  of  that  condition,  (p.  191). 

He  has  never  been  able  to  learn  from  talking  with 
his  colleagues  or  to  find  an  article  written  by  anyone 
in  which  they  tell  how  to  make  a  diagnosis  of  the  male 
climacteric,  (p.  193).  There  is  no  question  but  that 
in  view  of  the  hundreds  of  thousands  of  packages 
of  testosterone  sold  during  the  year,  testosterone  is 
indicative  of  considerable  benefit  to  many,  many, 
many  men.  (p.  194-195).  He  believes  from  his  own 
experience  that  methyl  testosterone  accelerates  the 
growth  of  an  incipient  carcinoma  of  the  prostate, 
(p.  197-199). 

He  questions  whether  the  average  family  doctor 
who  found  what  he  believed  to  be^  a  male  hormone 
deficiency  and  who  examined  the  patient  to  see 
whether  cancer  was  present,  would  try  the  man  on 
testosterone  to  see  whether  he  was  relieved  of  his 
symptoms.  The  chances  are  99  times  out  of  100  that 
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the  general  practitioner  would  find  something  spe- 
cific as  a  reason  for  the  patient's  symptoms,  (p.  214). 

IV. 

Dr.  Elmer  Belt 

He  is  a  urologist  and  a  member  of  the  Belt  Urolog- 
ical  Group,  (p.  224  &  372). 

He  has  personally  seen  or  treated  patients  who 
have  had  adverse  or  injurious  results  from  the  admin- 
istration of  the  male  homione.  (p.  227).  He  thinks 
that  very  definitely  the  administration  [65]  of  tes- 
tosterone influenced  the  growth  of  a  prostatic  cancer 
in  a  doctor  of  medicine  who  was  his  patient  and  who 
was  48  years  of  age.  (p.  228).  Cancer  of  the  pros- 
tate is  fairly  frequent  in  the  decade  between  50  and 
60 — is  much  more  frequent  between  60  and  70.  (p. 
229).  He  sees  a  very  selected  grouj)  of  patients  who 
come  to  him  because  they  have  trouble  in  urinating, 
(p.  229).  In  the  case  of  the  ordinary  practitioner  to 
whom  a  patient  goes  because  he  wants  a  general 
physical  examination,  the  practitioner  is  obligated 
to  put  his  finger  in  the  rectum  and  carefully  feel  the 
prostate,  (p.  233,  234).  He  is  convinced  that  testos- 
terone is  a  stimulating  factor  for  the  growth  of  carci- 
noma of  the  prostate,  (p.  243).  But,  about  cancer 
of  the  prostate  there  are  many  more  things  about  it 
that  are  unknown  than  are  known,  (p.  244).  There 
are  many  instances  in  which  methyl  testosterone  is 
very  valuable.  The  precautions  necessary  to  its  use 
are  tests :  (1)  the  rectal  examination ;  another,  the 
level  of  acid  phosphatase  in  the  bloodstream,  and  two 
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other  tests  of  recent  origin,  one,  a  test  of  the  pro- 
teins of  the  blood,  which  shows  the  presence  of  can- 
cer or  the  absence  of  it,  and  another,  a  blood  protein 
test.  He  feels  that  such  precautions  are  a  pre- 
requisite to  any  testosterone  therapy  except  in  groups 
where  cancer  of  the  prostate  is  not  liable  to  occur  and 
by  that  he  means  cases  in  which  it  is  particularly 
valuable  or  the  group  of  young  individuals  who  show 
a  definite  endocrine  deficiency  in  regard  to  testos- 
terone and  who  need  it  in  the  normal  process  of  their 
growth  and  development,  (p.  246,  247).  By  that  he 
is  referring  to  boys  who  had  their  testicles  blown  off 
in  the  v>^ar,  (p.  390)  and  persons  suffering  from  hypo- 
gonadism— persons  whose  testicles  are  not  perform- 
ing their  proper  function,  meaning  undeveloped  testi- 
cles and  undeveloped  genitalia — a  young  individual 
whose  testicles  are  not  up  to  standard  in  size  and 
function,  (p.  391,  392). 

The  acid  phosphatase  test,  if  one  is  set  up  for  it, 
can  be  [66]  completed  in  a  few  minutes.  The  17 
ketosteroids  test  requires  approximately  a  week  to 
complete,  and  the  blood  test  a  very  short  time.  The 
general  practitioner  is  not  equipped  to  make  either 
of  those  tests  and  in  fact,  his  office  is  not  equipped  to 
make  the  17  ketosteroids  test,  and  he  is  having  them 
made  at  California  Institute  of  Technology,  (p.  395). 
In  a  person  who  is  apparently  normal  physically,  the 
examination  necessary  to  determine  whether  he  is 
suffering  from  an  endocrine  deficiency  might  possi- 
bly be  the  17  ketosteroids  test.  (p.  248).  The  exam- 
inations that  he  has  referred  to  require  special 
training.    There  are  no  objective  symptoms  of  a  male 
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hormone  deficiency  which  a  layman  could  recognize 
and  actually  use  to  diagnose  such  a  condition.  He 
might  confuse  almost  anything  with  the  loss  of  what 
he  thought  was  his  normal  quantity  of  hormones, 
(p.  249).  After  a  careful  examination  of  the  patient 
and  no  indications  of  cancer  of  the  prostate  being 
present,  it  would  still  be  dangerous  or  conducive  to 
the  development  of  cancer  of  the  prostate  for  the 
person  to  take  testosterone,  (p.  251-253). 

In  his  opinion,  if  a  man  45  to  50  years  of  age  came 
to  a  general  practitioner  and  stated  that  he  was 
troubled  wdth  sweats,  nervousness,  did  not  remember 
things  as  he  used  to,  couldn't  concentrate  on  activi- 
ties, had  a  tendency  to  evade  them,  and  the  doctor 
was  of  the  opinion,  after  learning  of  these  symptoms, 
that  testosterone  might  be  of  benefit  to  the  patient, 
the  general  practitioner  would,  before  prescribing 
testosterone,  in  the  first  place,  think — think  about 
the  problem,  and  if  he  thought  about  it  very  much 
he  probably  wouldn't  prescribe  testosterone  for  those 
symptoms  because  they  do  not  indicate  hypogonadism 
and  it  is  virtually  only  in  hypogonadism  that  testos- 
terone is  effective,  (p.  383-384).  A  very  careful  anal- 
3^sis  of  the  problem  would  be  needed  for  that  pa- 
tient and  he  would  be  very  apt  to  get  it  at  the  hands 
of  an  alert  general  practitioner,  (p.  385).  It  w^ould 
be  a  [67]  very  loose  method  of  detecting  the  man^s 
trouble  for  the  general  practitioner  to  prescribe  tes- 
tosterone to  such  a  patient  for  a  period  of  3  to  4  weeks 
to  see  whether  the  man  has  been  relieved,  for  if  the 
doctor  really  thought  about  the  problem,  got  down  to 
business  and  studied  it,  he  would  be  concerned  first 
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about  the  psychic  factors  in  the  individual  and 
whether  he  was  overworked  and  troubled,  (p.  385). 
Before  prescribing  testosterone,  the  general  practi- 
tioner would  certainly  make  a  rectal  examination  and 
feel  the  prostate.  As  to  blood  or  urine  tests,  there 
would  be  no  blood  tests  that  such  doctor  need  do, 
unless  he  wished  to  do  the  acid  and  alkaline  phos- 
phatase tests.  The  urine  test  would  not  show  him 
anything  unless  he  wished  to  take  the  time  to  give 
the  17  ketosteroids  test.  (p.  385-386).  If  he  really 
wanted  to  find  out  if  the  man  had  a  hormone  de- 
ficiency, he  would  give  such  a  test,  as  well  as  the 
acid  phosphatase  test,  for  cancer  of  the  prostate, 
(p.  386)  and  if  he  used  testosterone,  then  he  would 
see  that  the  symptoms  were  not  relieved,  (p.  387). 

The  problem  of  hormone  deficiency  is  the  specialty 
of  the  general  practitioner.  The  middle  aged  man 
who  is  tired  and  wornout  and  who  has  come  to  the 
doctor  for  some  help  is  the  general  practitioner's 
"meat."  (p.  388). 

In  the  case  of  the  individual  who  comes  to  the 
general  practitioner  and  which  doctor  gives  him  a 
rectal  examination  and  finds  nothing  suspicious  and 
prescribes  methyl  testosterone  for  the  patient,  and 
the  patient  has  the  prescription  filled  that  the  doctor 
has  given  him,  that  patient  can  go  back  to  a  drug- 
store as  often  as  he  wishes  and  have  that  prescrip- 
tion refilled  without  going  to  that  doctor  or  to  any 
other  doctor  and  having  a  new  prescripition  made  up 
for  him  each  time  he  wants  it.  In  fact,  he  doesn't 
have   to   have    a    prescription    in    the    first    place. 
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(p.  398).  He  can  go  back  and  have  it  refilled  as 
often  as  he  wants  without  even  seeing  another 
doctor,  (p.  399)  [68] 

What  he  is  pleading  for  in  this  case  is  that  the 
requirement  be  made  that  this  product,  methyl  tes- 
tosterone, be  sold  only  on  prescription,  (p.  400). 

He  does  not  think  that  the  male  has  any  climacteric, 
and  he  believes  that  most  careful  observers  are  of 
the  same  opinion.  However,  that  is  not  an  opinion 
that  is  universally  shared  by  the  profession,  (p.  407). 

If  a  patient  comes  to  him  referred  by  another  doc- 
tor, he  always  allows  the  other  doctor  the  benefit  of 
whatever  doubt  might  exist  in  his  mind,  and  his 
tendency  is  to  go  on  with  the  original  treatment  the 
other  doctor  has  established  until  he  can  communi- 
cate with  him  and  discuss  the  problem  with  him. 
(p.  436-437). 

V. 

Dr.  Charles  Huggins,  M.D. 

Professor  of  Urology,  University  of  Chicago. 

Since  1938  their  work  has  been  almost  exclusively 
related  to  the  male  hormone  and  its  action  in  normal 
and  cancerous  individuals,  (p.  256-258) .  He  does  not 
think  that  a  male  hormone  deficiency  occurs  in  quasi- 
normal  individuals — persons  who  are  not  hypogonads 
or  who  have  been  castrated,  (p.  260).  He  denies  that 
methyl  testosterone  would  have  any  effect  upon  the 
conditions  enumerated  in  the  Information.  Those 
symptoms  are  not  symptoms  of  a  person  who  is 
deficient  in  male  hormones,  (p.  272-275).  Because  of 
the  toxic  effects  of  the  male  liormone,  he  thinks  that 
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testosterone  should  always  be  administered  under 
the  supervision  of  somebody  with  some  knowledge 
of  such  matters,  (p.  277),  Testosterone  in  certain 
doses  will  certainly  result  in  sterility  to  the  user. 
(p.  279).  Testosterone  accelerates  the  growth  of 
cancer  of  the  prostate,  (p.  281,  and  286-287).  As  to 
the  blood  tests  to  determine  the  presence  of  cancer 
of  the  prostate,  the  ordinary  practicing  physician 
is  not  capable  of  doing  such  tests  in  his  office  unless 
he  were  chemically  minded,  but  the  average  [69] 
good-sized  hospital  could  determine  it.  (p.  289-291). 
In  his  opinion,  if  an  individual  complained  to  a 
general  practitioner — all  around  family  doctor — of 
the  symptoms  referred  to  in  the  Information,  some 
would  prescribe  methyl  testosterone  for  a  period  of 
4  to  6  weeks  and  see  whether  the  symptoms  were  re- 
lieved without  going  through  the  elaborate  tests 
described  by  him,  but  some  doctors  would  not,  and 
he  thinks  that  very  few  informed  physicians  would 
prescribe  it  under  those  circumstances,  (p.  292).  He 
doesn't  think  that  the  average  physician  would  rec- 
ognize the  symptoms  referred  to  as  an  indication  for 
sex  hormones.  The  blood  test  he  referred  to  can 
only  be  done  in  well-established  hospitals,  (p.  294). 
Listlessness,  lack  of  memory,  etc.,  as  described  in 
the  Information,  cannot  be  helped  by  the  adminis- 
tration of  male  hormones  even  if  the  person  were 
suffering  from  such  a  deficiency.  He  does  not  be- 
lieve that  there  is  such  a  thing  as  the  male  climacteric 
though  there  is  a  difference  of  opinion  on  that  sub- 
ject in  medical  circles,  and  there  are  a  great  many 
articles  in  which  the  male  climacteric  is  discussed,  but 
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he  does  not  share  the  opinion  of  those  investigators, 
(p.  303,  304).  He  is  a  professional  investigator,  (p. 
311)  and  eliminating  the  eunuchoids,  castrates  and 
women,  he  does  not  think  that  they  have  prescribed 
testosterone  in  his  hospital  during  the  last  5  years. 
He  disagrees  with  statements  concerning  the  male 
climacteric  by  Dr.  Hans  Lisser  and  Robert  F.  Esca- 
milla  appearing  in  Volume  46  of  ' '  The  Urologic  and 
Cutaneous  Review,"  page  87,  February,  1942.  (p.  313- 
315).  He  disagrees  with  statements  of  Dr.  Harry 
Benjamin  on  the  subject  of  impotence  and  its  treat- 
ment by  testosterone  appearing  in  the  "Urologic 
and  Cutaneous  Review,"  Volume  50,  page  143, 
March,  1946,  and  with  regard  to  the  article  by  Dr. 
August  A.  Werner,  entitled  ' '  The  Male  Climacteric : 
Additional  Observations  of  37  Patients,"  appearing 
in  the  Journal  of  Urology,  Volume  49,  page  82,  June, 
1943,  he  thinks  they  are  [70]  absurd  and  he  is  in  com- 
plete disagreement  with  them.  (p.  315-316). 

Defense  Evidence 

So  far  as  material  to  the  issues  before  the  Court  in 
this  case,  the  defense  evidence  in  said  criminal  action 
was  as  follows : 

I. 

Martin  A.  Clemens 

That  he  is  a  pharmacist  licensed  to  practice  in 
California  and  has  been  since  1927.  That  he  pur- 
chased testosterone  from  Roche-Organon  Company, 
Ciba  Pharmaceutical  Supply  Company,  and  the  Sher- 
ing  Corporation,  and  in  addition  thereto,  received 
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literature  from  those  companies.  He  has  been  selling 
testosterone  since  1943  and  no  one  at  any  time  has 
made  any  complaint  concerning  alleged  damage  or 
injury  from  the  use  of  said  product,  (p.  456-457). 
Since  1943  he  has  sold  between  four  and  five  million 
tablets  or  about  127,000  boxes.  These  boxes  were 
in  sizes  of  15, 30, 100,  and  500  tablets  to  a  box.  (p.  458- 
459).  About  20%  of  his  sales  comprised  15  tablets  to 
a  box.  About  70%  comprised  30  tablets  to  a  box. 
About  10%  comprised  100  to  a  box,  and  very  few 
were  sold  in  500  tablets  to  a  box.  This  latter  size 
usually  is  used  by  dispensers,  (p.  460).  He  has  pur- 
chased testosterone  from  other  drugstores  up  and 
dow^n  the  State  and  had  no  difficulty  in  purchasing 
over  the  counter,  (p.  476).  In  Los  Angeles  he  has 
purchased  it  over  the  counter  at  9  out  of  10  drug- 
stores that  he  called  on.  (p.  477). 

The  manufacturers  from  whom  he  purchased  his 
supply  furnished  him  with  any  quantity  of  literature 
that  he  wanted,  (p.  487). 

With  reference  to  the  Affidavit  of  Robert  S.  Roe 
on  file  herein,  and  the  statement  therein  contained 
in  Paragraph  4  thereof  referring  to  Exhibit  '^A" 
attached  to  said  Affidavit — the  letter  [71]  of  July, 
1947,  from  Roche-Organon,  Inc.,  affiant  alleges  that 
notwithstanding  the  contents  of  said  letter,  said 
Roche-Organon,  Inc.  continued  to  supply  affiant  with 
literature  such  as  referred  to  in  said  letter,  (p.  491). 
The  agents  of  said  company  told  him  to  ignore  the 
letter ;  that  it  was  merely  put  out  to  appease  the  medi- 
cal profession,  and  they  kept  supplying  him  with  that 
literature  from  then  on,  and  said  literature  came 


80  United  States  of  America  vs. 

directly  from  the  company's  office  in  New  Jersey. 
Said  agents  and  contact  men  told  affiant  that  they 
had  to  keep  their  product  council-accepted  with  the 
medical  profession — that  they  still  had  to  have  the 
outlet  counsel,  and  to  continue  passing  out  and  selling 
the  product  and  the  literature,  (p.  525-527). 

As  to  the  allegations  in  said  Affidavit  of  Robert  S. 
Roe  that  affiant  was  warned  two  years  ago  by  said 
letter  as  to  the  dangers  inherent  in  the  indiscriminate 
sale  of  said  drugs  to  the  public  without  a  physician's 
prescription,  affiant  alleges  that  notwithstanding  the 
contents  of  said  letter,  as  aforesaid  said  company 
continued  to  supply  him  with  methyl  testosterone  for 
sale  to  the  public  over  the  counter  and  without  pre- 
scription, and  that  said  company  knew  at  all  times 
that  he  was  so  selling  said  product  and  using  the  lit- 
erature furnished  by  them  to  him  in  connection 
therewith.  Furthermore,  affiant  alleges  that  respect- 
able medical  opinion  was  convincing  to  him  that  tes- 
tosterone was  not  dangerous  and  that  he  was  so  ad- 
vised by  numerous  physicians  and  surgeons.  In  addi- 
tion thereto,  affiant  was  convinced  that  it  was 
possible  for  any  individual  to  call  on  general  practi- 
tioners at  random,  request  a  prescription  for  testos- 
terone, and  that  the  same  would  be  provided  without 
any  semblance  of  a  medical  or  other  examination, 
and  that  by  reason  thereof  the  average  general  prac- 
titioner was  not  of  the  opinion  that  testosterone  was 
dangerous  and  required  the  elaborate  tests  and  ex- 
aminations testified  to  by  government  witnesses  in 
said  criminal  action,  and  [72]  as  more  fully  appears 
hereinafter  in  this  Affidavit,  a  witness  for  affiant  in 
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said  criminal  action  did  call  upon  15  general  practi- 
tioners at  random,  request  and  obtain  prescriptions 
for  testosterone  without  the  semblance  of  a  physical 
or  any  examination  being  made  upon  said  individual. 
In  addition  thereto,  as  more  fully  appears  herein- 
after in  this  Affidavit,  a  witness  for  said  affiant  in 
said  criminal  action  did  call  upon  government  wit- 
nesses Belt  and  Heckel  and  did  obtain  from  said  wit- 
nesses prescriptions  for  testosterone  without  any  of 
the  elaborate  tests  testified  to  by  said  witnesses  as 
being  necessary  as  a  prerequisite  for  the  administra- 
tion of  testosterone  being  conducted. 

In  addition  thereto,  at  the  conclusion  of  said  crim- 
inal action,  counsel  for  the  government  stated  to  the 
Court  that  he  felt  that  because  advertisements  were 
run  by  affiant  in  the  newspaper  up  to  the  day  of 
judgment,  a  substantial  penalty  should  be  imposed, 
to  which  the  Court  replied  that  said  defendant,  affi- 
ant herein,  had  a  right  to  assume  himself  innocent 
until  the  Court  passed  upon  the  question. 

In  addition  thereto,  the  State  Board  of  Pharmacy 
of  the  State  of  California,  in  March  of  1948,  held 
hearings  throughout  the  State  as  to  whether  or  not 
testosterone  should  be  included  in  the  list  of  danger- 
ous drugs  which  could  be  sold  only  on  prescription, 
and  after  said  hearing  said  Board  refused  to  place 
said  drug  upon  said  dangerous  drug  list,  and  the  ac- 
tion of  said  Board  in  that  connection  is  part  of  the 
Exhibits  in  the  aforesaid  criminal  action.  By  reason 
of  all  of  the  aforesaid,  affiant  did  not  consider,  prior 
to  the  Judgment  of  the  Court  in  said  criminal  action, 
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that  testosterone  was  dangerous  in  the  respects  al- 
leged or  otherwise.  [73] 

II. 

Dr.  George  E.  Fakehany,  M.D. 

Is  a  Doctor  of  Medicine,  (p.  536)  and  prescribes 
testosterone  on  an  average  of  once  a  day  and  has 
never  encountered  any  adverse  results  from  the  use 
of  it.  (p.  542). 

He  prescribes  testosterone  to  males  complaining 
of  the  symptoms  alleged  in  the  Information  of  said 
criminal  action.  He  usually  prescribes  a  month's 
supply  and  tries  it  for  a  certain  period  of  time  to  see 
whether  the  person  is  relieved  of  the  symptoms  com- 
plained of.  (p.  547).  Many  individuals  are  relieved 
and  some  not.  (p.  548).  That  is  quite  a  usual  pro- 
cedure in  the  practice  of  medicine.  It  is  common 
practice,  (p.  548). 

He  does  not  submit  such  a  patient  to  the  tests 
referred  to  by  the  government  medical  witnesses, 
(p.  553-554).  The  symptoms  referred  to  may  or 
may  not  be  caused  by  a  hormone  deficiency,  (p.  582). 

III. 

Dr.  Paul  E.  Travis,  M.D. 

Is  a  Doctor  of  Medicine  (p.  596)  and  he  prescribed 
testosterone  for  a  person  manifesting  the  symptoms 
referred  to  in  the  Information  in  such  criminal 
action,  (p.  598). 

He  does  not  nor  does  he  know  of  any  general  practi- 
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tioner  who  submits  such  a  patient  to  the  tests  referred 
to  by  the  government  medical  witnesses,  (p.  602)  and 
he  has  never  encountered  any  adverse  results  from 
the  administration  of  testosterone.  In  his  experience 
he  has  found  males  to  suffer  from  a  hormone  de- 
ficiency, (p.  604). 

IV. 

Dr.  William  A.  Swim,  M.D. 

Is  a  Doctor  of  Medicine  and  has  practiced  internal 
medicine  [74]  in  Los  Angeles  since  1918.  (p.  653). 
Was  formerly  a  member  of  the  Board  of  Medical 
Examiners  of  the  State  of  California,  (p.  654). 

If  a  person  complained  to  him  of  the  symptoms 
described  in  the  Information,  he  would  take  a  gen- 
eral history,  make  a  physical  examination  and  pre- 
scribe testosterone,  (p.  654)  and  has  done  so  on 
many  occasions  and  ever  since  there  has  been  testos- 
terone. There  has  been  testosterone  in  commercial 
quantities  for  about  the  last  10  years.  On  many  such 
occasions  he  has  found  the  individual's  symptoms  to 
be  relieved  and  has  never  encountered  any  adverse 
results,  (p.  655).  He  is  familiar  with  what  is  known 
as  the  male  climacteric  and  the  symtoms  of  a  person 
suffering  therefrom  are  those  symptoms  referred  to 
in  the  Information,  (p.  656).  He  does  not  in  his 
practice  submit  the  patient  to  the  elaborate  tests 
mentioned  by  the  government  witnesses,  (p.  657). 

V. 

Allen  H.  Parkinson 
Testified  as  a  witness  for  the  defense  and  stated 
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that  on  June  24th,  1949  (following  the  date  on  which 
government  witness  Dr.  Elmer  Belt  testified  on  direct 
examination)  he  went  to  Dr.  Belt's  office  on  AVilshire 
Boulevard  at  10 :00  a.m.  and  asked  to  see  one  of  the 
doctors,  and  was  referred  to  a  Dr.  Ebert,  and  told 
him  that  he  would  like  some  testosterone.  The  doctor 
asked  him  if  he  had  ever  taken  it  before  and  he  re- 
plied that  he  had  two  years  ago  in  Salt  Lake  City. 
That  a  Dr.  Openshaw  prescribed  some.  (p.  696-697). 
He  stated  to  said  Dr.  Ebert  that  he  had  trouble  with 
diminishing  of  the  testicles  and  penis,  and  the  doctor 
asked  him  if  he  was  taking  it  then,  and  he  replied 
''no,"  but  that  he  continued  taking  it  at  frequent 
intervals  because  it  had  a  tonic  effect  and  made  him 
feel  better.  The  doctor  asked  him  if  a  50-mg.  shot 
of  testosterone  propinate  would  be  satisfactory,  and 
he  replied  that  it  would.  He  was  then  shown  another 
room,  and  [75]  in  a  moment  a  laboratory  assistant 
entered  and  took  a  blood  sample  from  him.  Then 
Dr.  Belt  entered  the  room,  inserted  his  finger  in  the 
witness'  rectum,  and  another  technician  entered  and 
injected  him  with  testosterone.  Said  Dr.  Belt  asked 
him  what  he  wanted  on  his  prescription — how  many 
tablets  he  wanted — and  the  mtness  replied  that  he 
would  like  100  10-mg.  linguets  of  methyl  testoste- 
rone. Dr.  Belt  then  said  "all  right"  and  asked  him  to 
urinate  in  three  glasses,  which  he  did,  and  asked  him 
how  he  took  them,  and  he  replied  that  he  took  3  or  4 
a  day,  and  then  maybe  laid  off  3  or  4  da^^s,  depend- 
ing on  how  he  felt,  and  then  resumed.  Dr.  Belt  re- 
i:>lied  "all  right"  and  "what  did  the  doctor  in  Salt 
Lake  City  charge  you?"  and  the  witness  replied 
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''$5.00"  and  Dr.  Belt  replied  ''All  right,  pay  the 
girl  $5.00  on  your  way  out."  (p.  699-700)  and  said 
Dr.  Belt  wrote  out  a  prescription  for  100  10-mg. 
linguets  of  methyl  testosterone,  (p.  700). 

In  addition  thereto,  said  witness  testified  that  on 
June  30th,  1949,  he  called  at  the  ofBces  of  a  Dr.  E.  A. 
Gummig  in  Pasadena  (p.  701)  and  received  a  pre- 
scription for  100  tablets  of  methyl  testosterone  lin- 
guets. At  no  time  during  his  visit  to  the  doctor's 
office  did  the  doctor  lay  any  hands  on  him.  (p.  70^o). 

At  this  point,  your  affiant  alleges  that  said  Parkin- 
son testified  as  aforesaid  on  July  7th,  1949,  and  that 
on  the  following  day,  July  8th,  1949,  the  said  Elmer 
Belt  was  recalled  to  the  witness  stand  by  the  govern- 
ment as  a  rebuttal  witness,  and  testified  with  refer- 
ence to  the  visit  to  him  of  said  Parkinson  that  he 
did  see  Parkinson  on  June  24th,  1949 ;  that  when  he 
went  into  the  room  where  Parkinson  was,  he  reviewed 
the  history  which  the  other  doctor  had  taken,  that 
Parkinson  told  him  that  he  had  been  receiving  a 
weekly  maintenance  dose  of  50-mg.  of  testosterone, 
and  in  so  testifying  the  doctor  testified  from  notes 
made  in  his  office  during  the  course  of  said  examina- 
tion by  him  and  by  some  of  his  employees,  (p.  825- 
826).  Parkinson  asked  for  a  prescription  of  [76] 
10-mg.  tablets  or  linguets  of  testosterone  to  be  taken 
3  times  daily.  He  does  not  think  he  stated  that  he 
had  been  taking  that  amount.  He  asked  for  the 
iajection  and  said  he  was  going  to  San  Francisco  and 
wanted  to  have  a  maintenance  dose  to  take  with  him. 
When  Dr.  Belt  entered  the  room  where  Parkinson 
was,  he  asked  him  if  Dr.  Openshaw  referred  him  to 
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them,  and  Parkinson  said  "yes."  (p.  827).  That  two 
years  ago  his  testicles  and  penis  had  begun  to  atrophy 
and  he  became  sexually  impotent.  That  Dr.  Open- 
shaw  of  Salt  Lake  City  had  been  treating  him  with 
a  weekly  maintenance  dose  of  50-mg.  That  he  had 
been  away  from  Salt  Lake  City  for  three  weeks  and 
that  his  physician  recommended  that  he  come  to 
them  for  treatment.  That  he  was  leaving  for  San 
Francisco  shortly.  Belt  made  a  complete  physical 
of  Parkinson,  observed  his  general  makeup,  his  eyes, 
his  pupils,  his  pharynx,  his  teeth,  felt  his  thyroid, 
examined  his  thorax,  took  his  blood  pressure,  de- 
termined his  pulse  rate  and  rhythm,  felt  of  his  abdo- 
men, looked  at  his  extremities,  tapped  his  reflexes, 
examined  external  genitalia,  put  a  finger  in  his  rectum 
and  examined  his  prostate  and  as  a  result  found  no 
contra  indications  for  the  use  of  testosterone.  He 
instructed  his  technician  to  take  a  specimen  of  his 
blood  and  he  had  already  been  instructed  to  urinate 
in  three  glasses  which  he  did,  and  that  material  was 
examined.  The  reason  for  taking  the  blood  sample 
was  that  Parkinson  said  he  intended  to  return  and 
the  doctor  wanted  to  know  whether  the  acid  or  alka- 
line phosphatase  had  changed,  (p.  828-829).  Before 
he  began  his  examination  of  Parkinson,  he  told  him 
that  they  examined  people  carefully  who  asked  for 
testosterone  or  who  are  getting  it,  to  be  sure  it  isn't 
doing  them  any  harm.  He  did  not  wish  to  undermine 
Doctor  Openshaw's  authority  as  the  man  presented 
himself  to  him  as  a  transient  under  the  care  of  an- 
other physician,  and  it  would  have  been  poor  taste 
and  poor  policy  and  poor  judgment  as  well  as  poor 
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medicine  to  interfere  with  the  activities  of  his  [77] 

own  physician,  (p.  830). 

The  notes  of  the  examination  from  which  the  doctor 
referred  disclosed  the  following : 

"Q.  Commencing  with  'Complaint,'  'Tes- 
tosterone shots  only.'  What  is  that  (indi- 
cating) ?  A.     History  and  physical. 

'*Q.     History  and  physical? 

'A.     Wait  a  minute.   Past  history. 
Q.    What  is  this? 

'A.     H.  P.,  past  history. 
Q.     Oh,  H.  P. 

•A.     I    guess   that   is   history   and   present 
ailment. 

''Q.    H.  P.  L? 

"A.     History  of  past  illness. 

"Q.  History  of  past  illness.  It  reads  as  fol- 
lows: Two  years  ago,  this  man's  testicles  and 
penus  began  to  atrophy  and  he  became  sexually 
impotent.  Dr.  Openshaw  of  Salt  Lake  City  has 
been  treating  him  with  a  weekly  maintenance 
dose  of  50  milligram  testosterone  Neo-Hombreol. 
He  has  been  away  from  Salt  Lake  City  for  three 
weeks.  This  physician  recommended  that  he 
come  here  for  the  same  shots.  He  will  be  leav- 
ing here  for  San  Francisco  shortly.  Wants  oral 
prescription  for  Metandren  10  milligram  tablets. 
On  the  reverse  side,  what  is  this  ? 

''A.     Ear,  nose  and  throat. 

"Q.     What  is  this  up  here  (indicating)? 

"A.     Present  illness,  'P.  I.,'  it  looks  ilke. 

"Q.     And  something  here.   'P.  I.'  the  doctor 


li 


it 


a 


88  United  States  of  America  vs. 

says  indicates  present  illness.  The  nose,  ears, 
eyes  and  throat,  what  is  that  ?  [78] 

*'A.  Tonsillectomy  and  adenoidectomy.  And 
then  over  here,  'No  venereal  diseases,  no  sur- 
gery, general  health  excellent;  two  children.' 
What  is  that  (indicating)  ? 

"A.  'Daughter,  age  13 — and  a  boy  aged  6 
and  a  girl  aged  4. ' 

"Q.  Boy  aged  6  and  girl  aged  4.  What  is 
that  (indicating)  ? 

"A.     ' Living  and  well. '  ' ' 

(p.  832,  line  4  to  p.  833,  line  15). 

and  your  affiant  alleges  that  nothing  on  said  record 
of  examination  disclosed  the  results  of  the  extended 
physical  examination  of  said  Parkinson  which  said 
Dr.  Belt  testified  he  had  conducted. 

With  reference  to  the  $5.00  fee  which  Parkinson 
had  testified  he  was  charged  by  Dr.  Belt,  said  Belt 
explained  as  follows : 

*'A.  If  this  patient  had  not  been  referred  to 
me  from  another  doctor  and  if  this  were  not  a 
routine  thing,  a  routine  procedure,  we  would  have 
charged  him  very  much  more  for  this  entire  pro- 
cedure. Of  course,  $5.00  wasn't  the  total  charge 
here.  We  explained  to  him  that  the  laboratory 
test  would  be  $6.50,  which  he  said  he  would  like 
to  have  us  bill  him  for  to  this  false  address  that 
he  gave  us.  This  is  a  purely  courtesy  situation 
here.  A  patient  comes  in;  he  is  being  treated 
by  another  doctor  in  another  city;  we  do  our 
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best  to  oblige  both  the  doctor  and  the  patient  by 
carrying  on  the  procedure  that  the  doctor  feels 
is  indicated.  I  asked  him  what  Dr.  Openshaw 
charged  him  for  this  treatment  and  he  said  $5.00. 
As  a  matter  of  fact,  $5.00  is  close  to  the  [79] 
cost  of  50  milligrams  of  testosterone  propinate. 
I  don't  know  exactly  what  the  cost  is  to  our 
office  from  the  pharmacy  but  it  is  not  under  that. 
We  charged  him  the  same  thing  that  his  doctor 
charged  him,  as  a  matter  of  courtesy  to  that 
doctor,  and  we  didn't  charge  him  for  the  physical 
examination  and  for  the  urine  analysis ;  nothing 
else  except  for  the  laboratory  test."  (p.  835). 

VI. 

Hannah  Shinglman 

This  witness  testified  as  a  defense  witness  that  on 
June  27th,  1949,  she  called  at  the  Beverly  Hills  office 
of  the  Elmer  Belt  Urologic  Group,  (p.  739,  740). 
That  she  walked  into  the  office  and  asked  to  see  Dr. 
Belt  and  was  informed  by  the  nurse  that  he  was  not 
there.  She  then  asked  to  see  another  doctor  and  was 
referred  to  Dr.  Letourneau  whose  name  appears  on 
the  prescription  pad  of  the  Belt  Urologic  Group  (in- 
troduced into  evidence  in  said  case)  as  a  member  of 
said  Group.  Said  doctor  asked  her  what  he  could 
do  for  her  and  she  told  him  that  she  and  her  husband 
had  been  in  this  locality  6  or  8  months  and  previously 
her  husband  had  not  been  feeling  well  for  the  last 
few  years — had  been  nervous,  jumpy  and  irritable 
and  that  they  figured  he  was  going  through  the  male 
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change.  That  a  doctor  in  Chicago  had  given  him 
some  shots;  that  he  had  put  him  on  tablets.  She 
showed  him  an  empty  bottle  which  had  been  a  con- 
tainer for  testosterone  linguets  and  the  doctor  then 
gave  her  a  prescription  for  100  metandren  linguets, 
25-mg.,  1  daily,  and  her  husband  was  not  present  at 
any  time.  (p.  745-746) . 

VII. 

Hazen  S.  Parkinson 

This  witness  testified  for  the  defense  as  follows: 
that  on  Sunday,  June  26th,  1949,  he  arrived  in  Chi- 
cago, and  on  the  following  [80]  day  called  at  the 
office  of  Dr.  Norris  J.  Heckel,  one  of  the  government 
witnesses  heretofore  referred  to.  (p.  753-754).  In  a 
few  moments  the  doctor  came  in  and  the  witness 
told  Dr.  Heckel  that  he  wanted  to  get  a  bottle  refilled. 
On  the  label  of  the  bottle  was  the  language,  among 
others:  "Metandren  Linguets — 500."  (p.  772).  He 
showed  him  a  prescription  that  he  had  from  Dr. 
Openshaw  for  testosterone  by  injection,  and  told  the 
doctor  that  he  was  going  on  a  ship  and  wanted  to 
take  them  by  mouth,  (p.  773) .  The  doctor  informed 
him  that  he  had  just  returned  from  Los  Angeles  on 
a  trial  and  in  reply  to  the  question  from  the  witness 
*'Was  there  anything  wTong  with  taking  them,  then, 
that  is  going  to  do  me  any  danger?  If  there  is  I 
don't  want  them,"  the  doctor  replied,  "Oh,  no,  I 
don't  know  as  they  will  do  you  any  damage,  but  we 
don 't  want  them  sold  over  the  counter. ' '  The  doctor 
took  a  urine  sample  and  placed  his  finger  up  the 
rectum  of  the  witness,  and  wrote  the  prescription  for 
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500  metandren  methyl  testosterone  linguets  in  the 
witness'  presence.  He  told  the  doctor  he  was  going 
on  a  ship  and  that  there  were  3  or  4  men  to  a  room, 
and  every  time  you  take  a  pill,  someone  else  wants 
one,  and  he  placed  upon  the  prescription  a  dosage  of 
1  per  day.  About  5  or  6  minutes  were  consumed  in 
this  visit  with  the  doctor,  (p.  774-775).  At  the  time 
of  this  visit  the  witness  was  65  years  of  age.  (p.  776). 
Following  this  testimony,  the  government  obtained 
from  Dr.  Heckel  a  letter  giving  his  version  of  this 
visit  which  it  was  stipulated  between  counsel  would 
be  the  testimony  of  said  doctor  if  he  were  re-called. 
Said  letter  alleged  that  on  June  24th,  1949,  a  Mr. 
Parkinson  came  to  his  of&ce  in  Chicago  and  stated 
that  he  had  been  referred  by  a  former  patient ;  Par- 
kinson said  that  he  was  72  years  of  age,  a  sailor  by 
occupation  and  gone  from  the  country  for  long 
periods  of  time ;  that  he  was  in  Chicago  as  a  transient ; 
that  his  doctor  in  Salt  Lake  City  had  been  giving 
him  a  prescription  [81]  for  methyl  testosterone  and 
that  he  had  been  taking  this  drug  under  his  doctor's 
direction  for  the  past  several  years ;  that  he  was  leav- 
ing the  country  and  needed  about  a  year's  supply  of 
testosterone  and  requested  a  prescription  for  a  year's 
supply.  He  showed  Dr.  Heckel  a  prescription  for 
testosterone  issued  by  another  doctor.  Dr.  Heckel 
then  made  a  physical  examination  of  Parkinson, 
which  included  a  urine  analysis  and  a  rectal  examina- 
tion of  the  prostate  and  found  no  contraindication  to 
the  use  of  testosterone;  he  found  that  Parkinson's 
prostate  was  of  normal  size,  shape  and  consistency, 
with  no  evidence  of  prostatitis ;  and  that  he  then  re- 
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newed  Parkinson's  prescription  for  methyl  testos- 
terone linguets  and  advised  him  to  report  to  his 
physician  at  regular  intervals. 

During  the  testimony  of  said  Parkinson,  affiant 
herein  and  defendant  in  said  action  sought  to  elicit 
from  said  witness  testimony  concerning  certain  gen- 
eral practitioners  called  upon  at  random  by  said 
Parkinson  during  the  course  of  said  trial,  from  whom 
in  each  instance  he  obtained  prescriptions  for  methyl 
testosterone  without  any  examination  being  con- 
ducted. The  purpose  of  said  testimony  was  to  dis- 
pute the  testimony  of  government  witnesses  that 
general  practitioners  would  not  prescribe  said  drug 
without  elaborate  examinations  to  determine  whether 
or  not  the  individual  was  suffering  from  a  male  hor- 
mone deficiency  or  carcinoma  of  the  prostate  was  in- 
dicated. Said  offer  of  proof  was  refused  but  affiant 
herein  alleges  that  he  is  now  ready  and  able  to  prove 
all  of  the  matters  and  things  embraced  in  said  offer 
of  proof,  and  therefore  alleges  that  said  offer  of 
proof  was  and  is  now  as  follows : 

"I  also  offer  to  prove  that  Mr.  Parkinson  called 
on  several  doctors,  on  the  dates  mentioned  on  certain 
prescriptions,  throughout  parts  of  Los  Angeles 
County,  and  talked  at  random ;  that  in  each  instance 
he  went  into  [82]  the  doctor's  office,  told  the  doctor 
that  he  wanted  this  same  bottle,  the  one  he  used  when 
he  saw  Dr.  Heckel,  refilled,  and  asked  for  a  prescrip- 
tion ;  that  in  each  instance  he  received  a  prescription 
for  these  linguets  and  on  no  occasion  was  anything 
said  to  Mr.  Parkinson  about  sterility  or  fertility  or 
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cancer  of  the  iirostate,  nor  did  any  of  the  doctors 
lay  a  hand  on  him,  and  he  did  not  call  on  any  doctor 
who  turned  him  down  on  the  request  for  a  prescrip- 
tion. 

The  doctors  that  would  be  subject  to  Mr.  Parkin- 
son's testimony  in  that  regard  would  be  Dr.  G.  Gr. 
Ferbryck,  M.D.,  516  Professional  Building,  117  East 
8th  Street,  Long  Beach,  California,  who  wrote  out  a 
prescription  for  Metandren  Linguets,  one  a.m.  and 
p.m.,  and  the  date  was  June  29,  1949 ;  Dr.  Wayne  P. 
Hanson,  in  the  same  building,  on  June  30, 1949,  wrote 
out  a  prescription  for  500  10-milligram  Metandren 
Linguets,  directions,  one  linguet  daily ;  that  he  also 
called  on  Dr.  George  D.  Stilson  and  Dr.  Milo  EUik, 
together  in  the  same  office,  511  Professional  Building, 
117  East  8th  Street,  Long  Beach,  on  June  30th,  and 
received  a  prescription  from  Dr.  Ellik  for  500  Metan- 
dren Linguets,  directions,  as  directed ;  that  he  called 
on  Dr.  Raymond  W.  Kelso  on  June  31, 1949,  the  doc- 
tor's address  being  117  East  8th  Street,  Long  Beach, 
who  wrote  out  a  prescription  for  250  10-milligram 
Metandren  Linguets,  with  directions,  dissolve  one  on 
tongue  each  day ;  that  he  called  on  George  B.  Hanson, 
M.D.,  716  Professional  Building,  117  East  8th  Street, 
Long  Beach,  on  June  30, 1949,  received  a  prescription 
for  250  Metandren  Linguets,  10  milligrams,  direc- 
tions, one  per  day ;  that  he  called  on  Dr.  H.  F.  Gram- 
lich  on  eJune  30,  1949,  address,  117  East  8th  [83] 
Street,  Long  Beach,  and  received  a  prescription  for 
one  bottle  of  metandren  linguets,  directions,  as  di- 
rected; that  he  called  on  Dr.  P.  W.  Prince  of  the 
Bishop  Clinic  staff,  117  East  8th  Street,  Long  Beach, 
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on  June  30,  1949,  and  received  a  prescription  for 
250  10-milligram  metandren  linguets,  directions,  I 
guess  it  is,  one  daily,  dissolve  in  mouth ;  that  he  called 
on  Dr.  L.  L.  Wiltse,  714  Professional  Building,  117 
East  8th  Street,  Long  Beach,  on  June  30,  1949,  and 
received  a  prescription  for  500  metandren  linguets, 
directions,  take  as  directed;  that  he  called  on  Dr. 
Marvin  R.  Lauer,  829  East  Compton  Boulevard, 
Compton,  California,  on  July  2,  1949,  and  received 
a  prescription  for  500  metandren  linguets,  10  milli- 
grams, directions,  use  as  directed;  that  he  called  on 
Dr.  Francis  J.  Ort,  107  North  Santa  Fe  Avenue, 
Compton,  California,  on  July  2,  1949,  and  received 
a  prescription  for  500  metandren  linguets,  directions, 
two  daily;  that  he  called  on  Dr.  L.  C.  Lowe,  706 
South  Hill  Street,  Los  Angeles,  on  July  1,  1949,  and 
obtained  a  prescription  for  500  metandren  linguets, 
10  milligrams,  directions,  as  directed ;  that  he  called 
on  Dr.  Glenn  E.  Jones,  403  West  8th  Street,  Los  An- 
geles, on  July  1,  1949,  and  received  a  prescription 
for  500  metandren  linguets,  10  milligrams,  directions, 
one  or  two  per  day;  that  he  called  upon  Dr.  R.  L. 
Byron,  1015  Chapman  Building,  756  South  Broad- 
way, Los  Angeles,  on  July  1,  1949,  and  received  a 
prescription  for  500  metandren  linguets,  10  milli- 
grams, directions,  one  as  directed."  (p.  764-767).  [84] 

The  Re-Labeling  of  Said  Products  Subsequent  to  the 
Aforesaid  Judgment  of  Conviction 

Iromediately  following  the  judgment  of  conviction 
in  said  criminal  action,  affiant  consulted  with  legal 
counsel  and  expert  counsel  in  other  respects  on  the 
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subject  of  re-labeling  said  product  so  as  to  conform 
to  the  objections  made  by  the  government  and  dis- 
closed by  government  evidence  in  said  criminal  action. 
In  so  doing,  affiant  had  in  mind  that  said  government 
witnesses,  with  the  exception  of  Dr.  Charles  Hug- 
gins,  had  testified  that  methyl  testosterone  was  of 
great  value  in  relieving  the  symptoms  referred  to  in 
the  Information  in  said  criminal  case  provided  that 
the  individual  was  suffering  from  a  male  hormone 
deficiency;  that  said  symptoms  might,  however,  be 
caused  by  conditions  or  diseases  other  than  a  male 
hormone  deficiency,  and  that  only  a  doctor  could 
correctly  diagnose  the  condition. 

That  it  was  alleged  in  said  criminal  Information 
that  the  labeling  there  involved  failed  to  warn  the 
user  that  said  product  might  accelerate  the  growth 
of  an  incipient  carcinoma  of  the  prostate  and  might 
cause  sterility.  Affiant  alleges  that  in  said  criminal 
Information  the  term  "carcinoma  of  the  prostate" 
was  employed  as  distinguished  from  "cancer  of  the 
prostate."  Therefore,  in  order  to  meet  the  objec- 
tions so  made  by  the  government  in  said  criminal 
action  to  the  labeling  formerly  employed  by  affiant, 
he  discarded  all  of  the  labeling  formerly  employed  by 
him,  and  with  the  assistance  of  counsel  as  aforesaid, 
entirely  re-drafted  the  labeling  for  said  product.  In 
order  to  eliminate  the  objections  that  said  jjroduct 
should  not  be  continued  over  a  period  of  time  unless 
under  the  supervision  of  a  physician  in  that  sterility 
might  be  caused  thereby,  or  a  carcinoma  of  the  pros- 
tate might  be  accelerated  in  growth  thereby,  said 
affiant  caused  to  be  placed  upon  said  label,  among 


96  United  States  of  America  vs. 

other  things,  [85]  language  to  the  effect  that  said 
product  should  be  taken,  1  tablet  upon  arising  before 
breakfast,  or  1  tablet  shortly  before  retiring,  and  that 
'*the  maintenance  dosage  can  be  extended  from  3  to 
6  months  under  supervision  of  a  physician.'^ 
(Emphasis  added). 

In  order  to  overcome  the  objections  made  by  the 
government  in  said  criminal  action  that  an  individual 
layman  could  not  diagnose  his  need  for  said  product, 
affiant  caused  also  to  be  placed  upon  said  label  direc- 
tions as  follows : 

' '  For  use  by  adult  males  deficient  in  male  hor- 
mone when  small  dosages  of  male  hormone  are 
prescribed  or  recommended  by  a  physician,  for 
palliative  relief  of  such  symptoms."  (Emphasis 
added). 

As  a  further  caution  to  users  of  said  product  that 
a  physician  should  be  consulted  for  the  purpose  of  de- 
termining whether  or  not  the  symptoms  manifested 
were  the  result  of  a  male  hormone  deficiency,  affiant 
caused  to  be  added  to  said  label  the  following  lan- 
guage: 

"It  is  impossible  for  a  layman  to  determine 
whether  he  has  a  male  hormone  deficiency,  as 
similar  symptoms  may  be  caused  by  other  con- 
ditions. Therefore,  before  taking  testosterone  a 
physician  should  be  consulted  since  testosterone 
will  not  aid  or  relieve  symptoms  not  associated 
with  male  hormone  deficiency." 

During  the  course  of  said  criminal  action,  some 
witnesses  for  the  government  testified  that  should 
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testosterone  be  taken  by  young  men  who  were  desir- 
ous of  stimulating  their  sexual  desire  it  might  result 
harmfully  to  them  unless  under  the  guidance  of  a 
physician.  Therefore,  in  order  to  meet  said  objec- 
tions, affiant  caused  to  be  placed  upon  said  label  the 
following  : 

"Children  and  young  adults  must  not  use  ex- 
cept under  constant  direct  supervision  of  a 
physician."  (Emphasis  added).  [86] 

In  order  to  meet  the  objections  of  the  government 
and  the  testimony  of  witnesses  produced  by  the  gov- 
ernment in  said  criminal  action  against  the  sale  of 
said  product  without  adequate  warnings  against  the 
use  thereof  when  carcinoma  of  the  prostate  is  indi- 
cated and  without  adequate  warnings  that  the  use  of 
said  product  might  cause  sterility,  affiant  caused  to 
be  placed  on  said  label  the  following  cautionary  lan- 
guage : 

"The  male  hormone  should  not  be  taken  by 
anyone  with  carcinoma  of  the  prostate  or  uri- 
nary retention  probably  due  to  carcinoma  of  the 
prostate,  or  by  anyone  with  cardiovascular  dis- 
ease, defects  of  spermatogenesis,  sterility 
whether  absolute  or  partial,  or  debilitation  due 
to  disease.  Caution  should  be  exercised  when 
taking  hormones  for  long  periods  since  they  have 
been  reported  as  inhibiting  spermatogenesis. 
Take  only  as  directed.  (Emphasis  added.) 

A  true  and  correct  copy  of  each  of  the  labels  appear- 
ing upon  all  of  said  products  sold  and  distributed 
by  defendants  herein  since  the  date  of  the  judgment 
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in  said  criminal  action  is  attached  hereto  and  marked 
Exhibit  "B." 

In  response  to  the  allegations  contained  in  the 
Complaint  for  Injunction  in  this  action  and  the 
Affidavits  filed  in  support  thereof,  that  5-mg.  of 
methyl  testosterone  have  no  therapeutic  value,  affiant 
alleges  that  the  United  States  Pharmacopoeia  lists 
the  dosage  of  methyl  testosterone  as  follows : 

''Average  dose,  sublingual,  5  milligrams." 

That  the  American  Medical  Association,  in  the 
14th  Edition  of  "Useful  Drugs,  1947"  lists  under 
methyl  testosterone  the  following: 

"Dosage:  average  dose,  sublingual,  5  milligrams." 
That  also,  the  American  Medical  Association,  in  its 
publication  [87]  entitled ' '  Epitome  of  the  Pharmaco- 
poeia of  the  United  States"  and  the  "National  For- 
mulary, 8th  Edition,"  list  under  methyl  testosterone 
the  following : 

"Sublingual,  5  milligrams.  Methyl  testos- 
terone usually  available  in  tablets  containing 
these  amounts." 

Therefore,  your  affiant  alleges  that  the  re-labeling  of 
said  products  as  represented  by  the  Exhibits  attached 
hereto,  complies  in  all  respects  with  the  particulars 
in  which  the  former  labeling  was  alleged  to  be  de- 
ficient in  said  criminal  action,  and  that  said  re- 
labeling was  done  in  good  faith  and  under  expert 
counsel  and  advice. 

Your  affiant  further  alleges  that  he  is  informed 
and  believes  and  therefore  alleges  that  the  State  law 
of  California  does  not,  nor  does  the  Federal  law, 
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require  that  methyl  testosterone  in  linguet  or  tablet 
form  be  sold  only  by  prescription  of  a  physician. 
That  notwithstanding  said  fact,  the  said  Food  and 
Drug  Administration  of  the  United  States  govern- 
ment will  not  approve  any  labeling  of  such  product 
for  sale  without  prescription  regardless  of  the  warn- 
ings that  may  be  placed  thereon  and  regardless  of 
the  fact  that  said  labeling  may,  as  the  labeling  in- 
volved herein  does,  repeatedly  advise  the  user 
against  the  use  of  said  product  except  under  the 
supervision  of  a  physician. 

In  answer  to  the  allegations  of  Paragraph  6  of 
said  Complaint,  affiant  alleges  that  shortly  following 
the  judgment  in  said  criminal  action,  there  remained 
certain  window  and  store  displays  which  had  been 
there  prior  to  the  institution  of  said  criminal  action. 
That  following  said  judgment,  said  window  and  store 
displays  remained  for  a  short  period  of  time  because 
of  the  press  of  business  imposed  upon  affiant  in  at- 
tempting to  organize  said  business  in  a  manner  that 
would  comply  with  the  evidence  and  the  judgment 
in  said  criminal  action,  but  that  said  window  and  [88] 
store  displays  have  all  been  taken  down  and  elim- 
inated and  none  existed  in  the  place  of  business  of 
any  of  the  defendants  in  this  action  at  the  time  of  the 
filing  of  the  Complaint  herein. 

Af&ant  denies  that  he,  or  any  of  the  defendants, 
since  said  judgment  of  conviction,  have  represented 
in  any  newspaper  advertising  that  said  drugs  would 
be  efficacious  in  alleviating  a  variety  of  disease  condi- 
tions or  those  relating  to  sexual  impotence  in  man 
and  a  change  of  life  in  women,  and  in  this  connection 
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affiant  attaches  hereto  and  marks  as  Exhibit  ''C"  a 
true  and  correct  copy  of  the  only  advertisements 
which  have  appeared  in  any  newspapers  since  the 
date  of  said  judgment. 

With  respect  to  the  allegation  contained  in  Para- 
graph 3  of  said  Complaint  as  amended,  that  the  label- 
ing of  said  product  fails  to  bear  adequate  directions 
for  use  in  all  conditions  for  which  said  product  is 
prescribed,  recommended  and  suggested,  affiant  al- 
leges that  if  such  a  position  be  tenable,  then  it  would 
be  impossible  for  any  drugs  to  be  sold  to  the  laity  or 
except  upon  prescription,  and  your  affiant  is  informed 
and  believes  and  therefore  alleges  in  this  connection 
that  should  this  drug  or  any  other  drug  be  so  labeled 
as  to  all  possible  conditions  for  which  the  same  might 
be  used,  that  said  Federal  Food  and  Drug  Adminis- 
tration would  consider  such  labeling  as  misleading 
and  arbitrarily  institute  action  therefor,  criminal  or 
civil. 

/s/  MARTIN  A.  CLEMENS. 

Subscribed  and  sworn  to  before  me  this  14th  day 
of  October,  1949. 

[Seal]        /s/  EUGENE  M.  ELSON, 

Notary  Public  in  and  for 
Said  County  and  State.  [89] 
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FOR  LIMITED  TIME  ONLY 
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100    DAY    SUPPLY $9.00 

REGULAR   STRENGTH   LINGUETS 
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MALE  HOHMOIVE 

TESTOSTERONE 

This  discovery  of  the  MALE  SEX  HORMONE  is  one  of  the  achievements 
of  modern  medicine  on  which  the  public  is  comparatively  uninformed.  Yet  it  is 
trmly  a  tremendous  accomplishment. 

PROF.  RUZICKA,  a  Swiss  chemist,  succeeded  in  making  TESTOSTERONE, 
"the  most  potent  male  hormone"  by  synthetic  means;  and  for  this  he  received  THE 

*  1939  NOBEL  PRIZE  IN  CHEMISTRY 

"Science  is  unlocking  the  secrets  of  Male  and  Female  sex  hormones.  Years  of 
scientific  effort  and  research  have  established  that  these  hormones  accomplish 
many  things  which  up  to  a  few  years  ago  were  thought  to  be  impossible.  These 
discoveries  are  far-reaching  and  assisting  millions  of  men  and  women  to  lead 
happier  lives,  and  are  relieving  and  postponing  the  many  conditions  associated  with 
middle  age." 

*  THE  SEX  HORMONES 

All  hormones  play  a  major  part  in  the  sexual  maGMMvAe  hormonal  system. 
The  male  hormone  stimulates  growth  ^^I^M^"^^^  of  the  sex  organs  and  of 
the  male  sex  charaaeristics,  siid^^^istAH^i^rof  hair,  muscwjBV  development, 
depth  of  voice  and  the  imBiml^OTM^f  a  sense  of  well:bei|^^  ^ 

*  MALE  HORMpNtnWKk^CY  ^  %)  ^ 

The  B^fl^jNsp  iMts  late  f orties^^g^^  t^^er  what  is  called  the  "climac- 
teric" period TnJmch  time  theJ^l^imKl^^e^  a  radical  change.  Although  most 
of  these  changes  may  stan  du^Un^Kne  age,  the^nA^Bso  show  up  at  almost 
any  time  during  i9i^dl»|age.  AP7  rule  th^^JM«betlushes,  sweats  and  chills. 
Lack  of  sexual^cAm,Ta^ired  men^ocy,  Vntabilitv- inability  to  concentrate  on 
aaivities  or  a  t^oency  to  evadatl^Mf  nervousnefe>*cpfgssion,  general  weakness 
aiKi  poor  physical  strength  aOiome  of ^t|^|^al|OT  signs  which  are  associated  with 
this  declining  period.  % 

*  IMPOTENCE 

Lack  of  sexual  desire  and  inability  to  perform  the  sexiial  aa  is  one  of  the 
most  common  complaints  of  the  male  "dimaaeric."  When  due  to  a  deficiency  of 
the  male  sex  hormone,  these  conditions  usually  respond  prompdy  to  male  hormone 
therapy,  which  assist  in  restoring  sexual  desire  and  ability  to  fulfill  it.  In  addition 
to  re-establishing  potency,  the  male  sex  hormone  helps  to  relieve  other  conditions 
which  frcquendy  occur  during  this  period. 
A-  RESULTS  FROM  MALE  HOMONE 

These  social,  sexual,  physical  and  mental  conditions  may  be  overcome  by  the 
ase  of  the  male  sex  hormones,  which  often  bring  about  starding  changes.  At  first, 
it  may  be  noticed  there  is  a  marked  improvement  in  physical  and  mental  work 
and  a  tonic  aaion  resulting  in  renewed  vigor.  A  better  attitude  towards  business 
and  social  life  is  frequently  observed.  Nervousness,  exhaustion  and  melandx^y 
gradually  disappear  and  in  the  large  majority  of  instances  the  improvement  persists 
over  a  long  period  of  time. 

Just  One  Tablet  a  Day  Swallowed,  and  Eliminate 
Unnecessary  Injections 
NEW  25  mg  TABLET 

30  Tablets $10.00  Plus  3%  Sales  Tax 

100  Tablets 29.95  Plus  3%  Sales  Tax 

200  Tablets 57.50  Plus  3%  Sales  Tax 

NO  PRESCRIPTIOIV   REQUIRED 

PRipia  ON  TE8T08TEBONB  FOR  DrjBCTION  BT  RBQUBST 


I 


♦ 


MALE  HDRMDIVE 
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TESTOSTERONE 
LINGUETS. . .  under  the  frongue  or  behind  the  cheek 

when  Oral  Male  Hormone  Therapy  is  Indicated 

are  cffcaive  in  closes  Vi  to  ?4  the  amount  required  when  methyltestosterone  is 
ingested.  Greater  economy,  convenience  and  ease  of  administration  mark  Metandrcn 
Linguets  as  one  of  the  great  advances  in  androgenic  therapy. 

THE  MOST  ECONOMICAL  ORAL  ANDROGEN 

The  sublingual  administration  of  methyltestosterone  in  the  form  of  Linguets 
is  based  on  direct  venous  drainage  from  the  oral  mucous  membranes.  The  androgen 
is  carried  in  the  blood  by  the  systemic  venous  system*lfc^e  right  heart,  thence 
through  the  pulmonary  circulation  back  to  the  kft  hAuNn^^us  is  first  distributed 
by  the  general  circulation  to  all  organs  u4%Jn^  B^kllTis  route  methyltestosterone 
by-passes  the  liver  and  escapes  £^^al  ii^^JpWlh.  Consequenf^j|-^complete  dosage 
is  delivered  to  the  tissues 


NEW 
'^^^^Paf.  Off. 

VE  S 


^^  aJ^IRg^  mje^^' 


DOUBLE  STRENGTH 


Box    50  Tablets  Linguets $  9.50  plus  3%  sales  tax 

Box  100  Tablets  Linguets 17.00  plus  3%  sales  tax 

Box  200  Tablets  Linguets 32.00  plus  37o  sales  tax 

Box  500  Tablets  Linguets 75.00  plus  Z%  sales  tax 

IVO  PRESCRIPTION    REQUIRED 

Many  Excellent  Reports  for  the  Non  Professional  layman  have  already  appeared 
in  the  following  publications: 

United  States  Phar.— April,  1947. 

Readers  Digest  by  Paul  de  Kniif,  July,  1944 — August,  1946. 
Newsweek,  March,  ISM.^. 
Time,  May  28,  1945. 
Newsweek,  May  28,  1945. 
Liberty,  February  2,  1946. 
True,  February,  1945. 

•Paul  de  Kruifs  sensational  book,  "The  Male  Hormone,"  Harcourt-Brace. 
■Send  $1.00  plua  15c  for  mailing. 

INFORMATION  AND  PRICES  ON  AMPULES  OR  VIALS 
SENT  BY  REQUEST 


FEMALE  HORMOIVE 

A-ESTRADIOL 
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The  estrogenic  hormone  pronx>te$  the  development  of  sex  charaaeristics  in 
the  female. 

It  maintains  the  normal  condition  of  these  charaaeristics  in  the  normal  adult 
woman. 

d-Estradiol  preparations  confer  a  definite  "sense  of  well-being." 
<i-Estradiol  offers  clinically  important  advantages. 

d-Estradiol  is  the  genuine  hormone  of  the  ovarian  follicle,  which  is  "probably 
the  most  potent  of  all  known  estrogens." 

^-Estradiol  has  a  smooth,  dependable  aaion  which  speedily  controls  the  symp- 
toms of  ovarian  deficiency  and  produces  a  gratifying  sense  of  well-being.  d-Estradiol 
is  not  likely  to  provoke  side  reaaions  or  after-effects,  such  as  headache,  dizziness 
•nd  gastrointestinal  disturbances,  which  frequently  conmUd^  the  aaion  of  arti- 
ficial estrogens.  Because  of  their  high  potency,  oral  <tflMMio%tablets  may  be  used 
in  place  of  parenteral  therapy  in  most  case^^j^^lin^JmOn  of  frequent  injeaions 
means  not  only  more  comfort  andcon^^VM^r  the  patient^i^  also  saves  the 
physician  both  time  and  c"SMC»^       »  -,^^  ^%^ 

The  especial  therylMkV^iVnT  <i-estradiolDre^ltia^|^particularIy  as  com- 
pared ^'^h^ll^R  (t^^iilirand  estriol  ^«p«^W-4oday  widely  appreciated, 
since  the  la ^VMpP^ appear  to  be  secon^^^^d^ts  of  minor  importance. 


ipeciai  nil  I  ^'^llVl't'*""  «-estradioiDre| 

e^MdQ  (t^llirand  estriol  ^*Nfi^ 

iMlMP^  appear  to  be  secon^^^^J^ts  ( 

NGE  OF  LIFE     ^J  ^  .  (^ 


THE  CHANGE  OF  UFE      W9  ^  .  iC  O^ 


Although^j^|phbC)which  occuk  b^ftft'the  fourth  and  fifth  decades  of 
life  may  pass  ^/^mxdiy  any^mijpMS,  in  man^^men  it  may  cause  disorders 
which  may  interfere  seriou^Vntfa  nonud  ff^ffi^.  These  disorders  may  be  mild 
or  severe,  depending  upon  the  indil^lAl^eadache,  insomnia  and  dizziness  are 
frequently  complained  of.  In  severe  cases,  there  may  be  fear,  crying  spells  some- 
times accompanied  by  melancholy  and  emotional  instability. 

PRICES— i4-ESTRADI0L  TABLETS 

80  Days  Supply $10.00  Plus  3%  Sales  Tax 

60  Days  Supply 17.50  Plus  3%  Sales  Tax 

BREAST  DEVELOPMENT 

DIRECT  ACTION  ON  THE  MAMMARY  GLAND 

Estrogens  can  be  absorbed  through  the  skin  of  the  human  female  directly 
into  the  breast  tissue  and  by  this  route  can  produce  their  charaaeristic  stimulation  of 
mammary  growth  and  the  result  is  "definite  breast  growth  of  considerable  degree." 
Since  underdeveloped  breasts  are  often  a  considerable  worry  to  women,  cutaneous 
estrogen  therapy  of  hypomastia  presents  a  valuable  addition  to  the  physician's 
therapeutic  resources. 


25  Days  Supply  (  50,000  International  Units) $  7.50  )    Plus 

25  Days  Supply  (125,000  International  Units)   14.00  i     3% 

50  Days  Supply  (250,000  International  Units)  25.00  )    Tax^ 


NO  PRESCRIPTIOIV    REQCIRED 
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VITA    HORMONES     100    Toblctt  -fS'*^'*!^?! 

Utk  TabM  C«i>t*lm  S  M«  Methyl  TMteit«roiw  J  c  c  a  S  |  -  f -''  * 

SUG6ISTE0     DOSACI :       Om     t*M«t     «^n     (rislns     before  '"'t'llu?*-! 

bnaktMt    or    en*    tablet    iborttr    b«f«r*     r*tlrin«.       Tablet!  t<*£oo,     S  2  i. 

theuM  be  kcM  between  turn  <n4  cheek,  or  under  ron«iK,  and  o"     ^?«^     *"*'■ 

alleved  to  diuolve  tlowlv,  m   Ibat   bormone   U   absorbed   by  {'^'"loS"!*! 

Moatb    tiumt    luUva    mar    be   twallowed    wMIe    tablet    iiin  •»«!"!     SE^zX 
nw«th,  but  4»  net  Kallov  tablet  i.  The  maintenance  dou»e  ellf-l^i'SI 

_  J-,  i--  s  E--,  «»"  he  extended  from  three  to  tlx  months,  under  lurarvitio*  S%     i»     -s'  ►■Sx'" 

•.cSS'-sl'S.E-  BIKiCTIONS:  rw  »e  by  edaH  males  deflclent  in  male  bw.  «      Se      *     ll.£' 

2?!      «5ol     ■<  "•«   "*"   »"»H   d«s««es   of   male   hormone   ars   ^rescrthed  *  ?  *  »  °  5  t  S  S  _  "  S 

a»  H  •      8^!  i  •'  '^•""•'^•^  kr  •  »hyskian  for  MWeNve  relief  of  «Kh  •".  tt  Sif '  *  'l  « 

•ills  •-1*^5         'rm,>*m,.  .Ul>.i£c'-*' 

i  *?■?'»  3-  _?  Wstrtbiited  by  VITA  PHARMACALS,  INC.  Ze  »'*      »  •  J  o  !•• 

1IMV4  No.  Western  Ave.  Hollywood  27,  Ca«f.  2t  03  s  .-*•«         td 

HOHywood  9-1722  t-if  >  "  »z  =  S  t     | 

(Rood  SMe  Panels)  Jf*  &e||.:f  ll  I 


t'tStlltifl'  VITA    HORMONES     100   ToUata 

loch  Tablet  Contain*  10  Mf  Methyl  Testosterone 
SUfiSESTED  DOSAGE:  One  tablet  a^An  arisin*  before 
breakfast  or  one  tablet  shortly  before  retiring.  Tablets 
should  be  held  betveen  gum  and  cheek,  or  urtder  tongue,  and 
allowed  to  dissolve  slowly,  so  that  hormone  is  absorbed  by 
mouth  tissues  I  saliva  may  be  swallowed  while  tablet  is  in 
mouth,  hut  do  not  swallow  tablet  I.  The  maintenance  dosage 
can  be  extended  from  thro*  to  six  months,  under  supervision 

}  a  physician. 
DIRECTIONS:  For  use  by  adult  males  deficient  In  mala  her. 
»*e   when   small   dosages   of   male   hormone   are   prescribed 
recommended  by  a  physician  for  palUativa  relief  of  such 
symptoms. 

Diatrlbulod  by  VITA  PHARMACAU,  INC. 

n09</i  No.  Wostom  Ave.  NoHywood  27,  Calif. 

MORywood  9.1722 

(RMd  SMo  PMMkl 


S  "  e  •  S  .-  i 


:!i|=r?ilr?  -    yj*^    hormones     100    Toblet. 

^Methyl  Testosterone    SSfflg 
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ret  SAii  IN  CAiiratNU  emr 


Sensational  MtW 
FORMULA!  MALE 


ORMONES 


TESTOSTERONE 

NOW  COMBfNffO  WITH 

VITAMIN  Bi 

of  a  fi«w  low  pric*  ■         ^^ 

AAoiled  to  you  in  plain  m       OO 

wrapper.  Send  check,  f     ^ifj^T 

cosh  or  money  order.  f  Sl^^^ 

CAUTIONI  Take  only  /     ^m2S 

as  directed.  *"-^'*''»/o 


DOUBLE  YOUR  MONEY  BACK  Guarantee 

If,  after  taking  these  tablets  for  at  least  10  days,  you 
don't  feel  that  you  are  deriving  benefit  from  their  use, 
return  box  and  the  unused  tablets  and  we  wiH  cheer- 
fully  give  you  DOUBLE  your  ntoney  bock. 


VITA  PHARMACAL  CO. 


Dept.     X7 


N    WESTERN  AVE      HOLLYWOOD    2  7,  CaLIF 


rjtoidorsed.^ 


Filed  OctoDer  24,    194S , 
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El-0-Pathic  Pharmacy,  et  al.,  etc.  lOfJ 

[Title  of  District  Court  and  Cause  No.  10266-PH.] 

SUPPLEMENTAL   AFFIDAVIT    OF 
MARTIN  A.  CLEMENS 

State  of  California, 
County  of  Los  Angeles — ss. 

Martin  A.  Clemens,  being  duly  sworn,  deposes 
and  says: 

That  on  or  about  October  14,  1949,  he  purchased 
from  one  of  the  Thrifty  Drug  Stores  in  Los  Angeles 
three  bottles  each  of  Dr.  Pierce 's  Favorite  Prescrip- 
tion, Dr.  Pierce's  Golden  Medical  Discovery,  Dr. 
Miles'  Nervine  and  Lydia  E.  Pinkham's  Vegetable 
Compound. 

That  the  carton  in  which  one  of  said  bottles  of  Dr. 
Pierce's  Favorite  Prescription  was  contained  is  at- 
tached hereto,  incorporated  herein  as  though  fully 
set  forth  and  marked  Exhibit  ''A."  That  enclosed 
within  said  carton  was  a  pamphlet  which  your  affi- 
ant attaches  hereto,  incorporates  herein  as  though 
fully  set  [96]  forth  and  marks  Exhibit  ''B." 

That  the  carton  in  which  one  of  said  bottles  of 
Dr.  Pierce's  Golden  Medical  Discovery  was  con- 
tained is  attached  hereto,  incorporated  herein  as 
though  fully  set  forth  and  marked  Exhibit  "C." 
That  there  was  no  pamphlet  or  other  literature  en- 
closed within  said  carton. 

That  the  carton  within  which  one  of  said  bottles 
of  Lydia  E.  Pinkham's  Vegetable  Compound  was 
contained  is  attached  hereto,  incorporated  herein 
as  though  fully  set  forth  and  marked  Exhibit  "D." 


108  United  States  of  America  vs. 

That  inside  of  said  carton  was  a  circular  or  pam- 
phlet which  is  attached  hereto,  incorporated  herein 
as  though  fully  set  forth  and  marked  Exhibit  ''E. 

That  the  carton  in  w^hich  one  of  said  bottles  of 
Dr.  Miles '  Nervine  was  contained  is  attached  hereto, 
incorporated  herein  as  though  fully  set  forth  and 
marked  Exhibit  *'F."  That  within  said  carton  of 
Dr.  Miles'  Nervine  was  a  pamphlet  or  circular  at- 
tached hereto,  incorporated  herein  as  though  fully 
set  forth  and  marked  Exhibit  "G." 

/s/  MARTIN  A.  CLEMENS. 

Subscribed  and  sworn  to  before  me  this  21  day 
of  October,  1949. 

[Seal]        /s/  EUGENE  M.  ELSER, 

Notary  Public  in  and  for 
Said  County  and  State.  [97] 
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iSxhibit   B 
For  Women — Of  Value  in  Relieving 

PERIODIC  PAINS  and 

Associated  NERVOUSNESS, 

BACKACHE  and  HEADACHE^ 

Due  fo  Functional 
Menstrual  Disturbances 

•  Dr.  Pierce's  Favorite  Prescription  was 
formulated  by  an  outstanding  doctor,  espe- 
cially for  women.  When  taken  for  a  time,  it 
is  of  value  in  relieving  periodic  pains  and 
associated  nervousness,  backache  and  head- 
ache* due  to  functional  menstrual  disturb- 
ances. At  the  same  time  it  aids  the  'digestion 
of  food.  This  helps  build  women  up  helps 
make  them  stronger,  with  more  resistance. 

•If  these  symptoms  are  due  to  any  organic 
cause  (abnormalities  discoverable  by  x-ray, 
physical  examination,  or  laboratory  testa), 
you  should  consult  your  doctor. 


HOW  Dr.  PIERCE 

Developed 

FAVORITE  PRESCRIPTION 

After  completing  his  medical  training, 
Dr.  R.  V.  Pierce  practiced  medicine  in  west- 
em  Pennsylvania,  where  he  soon  became 
widely  known.  Among  the  medicines  he 
developed  in  his  practice  were  two — Dr. 
Pierce's  Favorite  Prescription  and  Dr. 
Pierce's  Golden  Medical  Discovery.  Having 
found  these  prescriptions  highly  successful 
in  his  private  practice.  Dr.  Pierpe  moved  to 
Buffalo,  N.  Y.,  and  founded  a  medical  com- 
pany to  make  his  medicines  available  to 
everyone.  Here  he  also  founded  a  hospital 
that  became  famous  throughout  the  coun- 
try. Today,  over  75  years  after  Dr.  Pierce 
formulated  his  Favorite  Prescription,  it  is 
continuing  to  grow  in  favor. 


ACTIVE   INGREDIENTS 

of  Dr.  Pierce's 

FAVORITE 

PRESCRIPTION 

Blue  Cohosh  Root 

(Caulophyllum  Thalictroides) 
Black  Cohosh  Root  (Cimicifuga  Racemosa) 
Oregon  Grap«  Root  (Berberis  Aquifolium) 
Black  Haw  (Viburnum  Prunifolium) 

Valerian  Root  (Valeriana  Officinalis) 

False  Unicom  Root  (Helonias  Dioica) 

Contains  no  alcohol  or  any  harmful  drug. 

You  can  get  E>r.  Pierce's  Favorite  Pre- 
scription at  your  drug  store. 


PRICES 

Handy  Tablets  for  the 
Purse  .  .  . 

Economy  Size..  - 

Medium  Size^- 


LIQUID 

Economy  Size 
$1.35 

Medium  Size 
$1.00 


DIRECTIONS  for  using 

Dr.  Pierce's 

FAVORITE 

PRESCRIPTION 

Take  2  teaspoonfuls  or  2  tablets  with 
water  3  times  a  day,  preferably  before  or 
after  meals. 

Take  the  medicine  regularly  and  faith- 
fully, so  that  it  has  time  to  bring  you  the 
benefits  you  seek.  If  no  improvement  is 
noted  within  a  reasonable  time,  consult 
your  physician. 

CAUTION:  Cap  the  bottle  when  putting 
it  away  after  each  dose.  If  you  are  using  the 
liquid  medicine,  shake  the  bottle  thoroughly  * 
each  time  before  using. 

NOTE  TO  DIABETICS:  8  teaspoons  of 
the  liquid  Favorite  Prescription  are  equi- 
valent to  4  teaspoonfuls  of  sugar.  The 
tablets  have  only  a  little  sugar  in  their 
coating. 

1   f\  '^ 


FOR  PEOPLE  WHO  ARE 

OCCASIONALLY  CONSTIPATEI 

Rucomm^neM  for 
BOTH  ADULTS  AND  CHILDREN 

•  If  you  occasionally  have  a  dull  headache 
suffer  from  loss  of  appetite  or  feel  slug- 
gish and  tired  because  of  constipation — we 
believe  you  will  find  Dr.  Pierce's  Pleasant 
Purgative  Pellets  a  most  effective  and  pleas- 
ant laxative. 

These  pellets  arc  very  mild  in  action.  Yet 
are  highly  effective  in  aidmg  nature  to 
eliminate  waste  in  the  bowels.  Very  impor- 
tant, Dr.  Pierce's  Pleasant  Purgative  Pel- 
lets are  so  small  (actually  not  much  larger 
than  the  head  of  a  pin)  that  they  are  easy  to 
swallow.  Even  children  as  young  as  8  years 
find  them  pleasant  to  take.  You  can  get 
Dr.  Pierce's  Pleasant  Purgative  Pellets 
from  your  druggist. 


Only  30c  at  any  drug  store. 

Dr.  Pierce's 


PLEASANT  PELLETS 


1 1  L 

People  May  Be 
THIN,  RUN-DOWN 
and   T  IRE    EASILY 

Due  *o  No  Organic  Cause* 

Bui  Du0  to  Poor  Appetite  or 

Poor  Digestion 

If  you  are  underweight,  tire  easily,  and 
are   run-down   due   to   no  organic   cause 
while  your  symptoms  may  be  due  to  a  num- 
ber of  other  conditions  —the  answer  may  be 
simply  this: 

First,  you  may  not  have  sufficient  ap- 
petite to  eat  enough  food;  and,  equally  im- 
portwit,  you  may  not  be  digesting  your 
food  properly. 

Dr.  Pierce's  Golden  Medical  Discovery 
may  help  both  ways.  It  contains  ingredients 
which  stimulate  the  appetite  helps  make 
you  really  hungry — promotes  more  normal 
stomach  and  intestinal  activity— and  this, 
over  a  period  of  time,  helps  you  digest  and 
assimilate  food  in  order  to  turn  strength- 
building  elements  into  energy,  vitahty,  and 
added  flesh. 

•Organic  cause  means  abnormalities  dis 
coverable  only  by  x-ray,  physical  examina- 
tion, or  laboratory  tests. 

J.XJ  It 


We  Recommend  Dr.  Pierce's 

GOLDEN  MEDICAL  DISCOVERY 

In  Cases  of 

GAS  PAINS,  HEART  BURN 
and  Other  Symptoms  of 
COMMON  INDIGESTION 

When  the  Cause  is  Not  Organic* 

In  such  cases.  Dr.  Pierce's  Golden  Med- 
ical Discovery  contains  ingrcilicnts  which 
pfMinote  more  normal  stomach  and  intesti- 
nal activity,  so  helping  to  digest  fcKxl  better 
and  more  thoroughly  and  over  a  peritxl  of 
time  make  gas  pains  and  discomforts  of  in- 
digestion less  likely. 

You    ran    grt    Dr.    Pierce's 

f''I''rn   Medital   Discovrry  at 

ur  drug  store  in  liquid  form 

in    tablets    convenient    to 

•  rry  to  wr>rk  or  to  lunch  in 

>ojr   p<j«-ket   or   purse.   Prices; 

T&blets  SI. 35   and    )0c;  liquid 

$1.33  and  $1.00. 

If  gas  pains  and  in- 
'hgestion  persist,  sec 
\  ''tir  physician. 

•These  symptoms  mav 
br  du'  to  a  number  of 
other  .  onditions.  If  you 
have  any  doubt  regard 
mg  the  cause  of  your 
symptoms,  vou  should 
.  c.n«ult  a  di«-tor. 


A  Diuretic  and  Analgesic 

to  Promote  the  Flow  of  Urine 

and  Relieve  Muscular  Pain! 

MANY  PEOPLE  SUFFER  from  the 
discomfort  of  scanty  and  over-frequent 
urination.  They  may  have  to  get  up  several 
times  at  night,  so  that  normal  rest  is  dis- 
turbed. The  scanty  urine  is  concentrated; 
it  may  be  acid  and,  hence,  burn.  Muscular 
pains  may  also  be  associated  with  this  con- 
'  dition. 

WHEN  THESE  SYMPTOMS  are  not 
due  to  any  organic  cause.  Dr.  Pierce's  A- 
Nuric  tablets  are  of  value  as  a  diuretic  to 
promote  the  flow  of  urine  and  as  an  anal- 
gesic to  relieve  muscular  pain. 

THE  URINE  BECOMES  less  concen- 
trated, alkaline  instead  of  acid.  Thus  the 
painful  acid  irritation  of  the  membrane 
should  be  gently  relieved.  The  urge  to  over- 
frequent  urination  should  be  reduced.  Hence 
sleep  is  less  likely  to  be  interrupted.  And. 
because  of  their  analgesic  properties.  Dr. 
Pierce's  A-Nuric  tablets 
should  relieve  muscular 
pains. 

Yo  u  can  get  Dr. 
Pierce's  A-Nuric  Tablets 
at  your  drug  store. 

Package  of  100 
tablets  .  .  .  65c 


Dr.  Pierce's 

A-NURIC 
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MILES 


NERVINE 

(Liquid) 


ACTIVE  INGREDIENTS 

Each  Teaspoonful  (Vs  oz.)  Contains: 
Sodium  Bromide  ^/z  gr. 

Potassium  Bromide        KVz  gr. 
Ammonium  Bromide        Vz  gr. 

(Non-Alcoholic) 


INDICATIONS  AND  DOSAGE 

Miles  Nervine  Liquid  is  effective  as  a  sedative  for  the  following  FuncivinaX 
ervous  Disturbances: 

LEEPLESSNESS    AND     RESTLESSNESS 

Insomnia  or  wakefulness  at  night  can  often  be  attributed  to  nervous  or  emo- 
onal  excitability.  One  of  the  desirable  effects  of  the  active  ingredients  in  Miles 
ervine  Liquid  is  to  relieve  insomnia  by  helping  to  relax  nervous  tension  and  so 
labling  one  to  fall  asleep. 

lERVOUS    IRRITABILITY   AND    EXCITABILITY 

For  these,  rest  is  the  primary  consideration.  Modem  strain  and  stress  have 
aced  a  great  load  on  our  emotional  machinery.  Excitement  prevents  sensing  of 
Jrvous  fatigue  of  which  irritability  and  excitability  are  symptoms.  Miles  Nervine 
iquid  is  effective  in  helping  to  relieve  the  over-wrought  nervous  condition  re- 
»onsible  for  these  symptoms. 

lERVOUS    HEADACHE 

Worry,  anxiety,  and  overwork  frequently   produce   an    upset   or   disturbed 
?rvous  system  which  may  result  in  irksome  nervous  headaches.    A  sedative,  such 
:  Miles  Nervine  Liquid,  will  usually  give  soothing  relief  for  headaches  of  this  type, 
headache  persists  or  recurs  frequently,  a  physician  should  be  consulted. 

DULT   DOSAGE 

One  or  two  teaspoonfuls  in  Vz  glass  of  water.  Take  1  teaspoonful  in  1  hour 
necessary  but  do  not  exceed  3  teaspoonfuls  in  24  hours. 

AUTION 

Use  only  as  directed.  Do  not  give  to  children.  Over-dosage  or  habitual  use, 
"  use  in  the  presence  of  kidney  disease  may  be  dangerous.  If  skin  rash  appears, 
^continue  use.    If  nervous  symptoms  persist,  see  a  physician. 

MILES  LABORATORIES,  INC.,  Elkhart,  Indiano,  U.S.A. 


[_JBnaorsed^  :    Filed  October  24,    1949.         J  J 
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WHAT  IS  MILES  NERVINE? 

For  more  than  sixty  years  Miles  Laboratories  has  sold  Miles  Liquid  Nervine. 
Its  essential  ingredients  are  the  bromides  of  sodium,  potassium  and  ammonium, 
long  used  as  effective  nerve  sedatives.  Bromides  alone  are  salty  and  somewhat 
disagreeable  in  taste.  Their  presentation  in  a  pleasant-tasting  and  convenient  form 
together  with  the  inherent  good  qualities  of  the  bromides  themselves  has  given 
MUes  Nervine  its  wide  public  acceptance. 

Miles  Liquid  Nervine  is  put  up  in  two  sizes;  a  large  size  containing  8  fluid 
ounces,  the  smaller  size  containing  IVz  fluid  ounces. 


MILES  NERVINE  IN   AN   EFFERVESCENT  FORM 

Miles  Nervine  is  offered  in  a  new  convenient  form,  a  compressed  tablet  con- 
sisting of  the  same  time-tested  active  ingredients  as  Miles  Liquid  Nervine,  com- 
bined with  bicarbonate  of  sodium  and  citric  acid,  which  dissolves  in  water  with 
brisk  effervescence  to  form  a  sparkling  palatable  solution. 

For  over  sixty  years  the  products  of  Miles  Laboratories,  Inc.  have  been  sold 
subject  to  the  consumer's  entire  satisfaction.    Miles  Nervine  is  no  exception  to  this 
rule.    If  after  trying  your  first  package  you  are  not  satisfied,  we  will   be  glad   to 
refund  the  purchase  price. 
EVERY   SAFETY    FACTOR    IN    PRODUCTION 

The  ingredients  in  Miles  Nervine  meet  exacting  standards  of  purity.  Its 
manufacture  is  carefully  controlled,  with  laboratory  analysis  by  qualified  chemists. 
Thus  the  consumer  is  given  every  safeguard  and  the  assurance  that  Miles  Nervine 
is  as  fine  a  preparation  of  its  type  as  modern  manufacturing  can  produce. 

Miles  Laboratories,  founded  in  1884,  has  developed  consistently  over  the  past 
sixty  years  and  now  occupies  a  building  especially  designed  and  equipped  for  research 
and  rnanufacturing  by  modern  methods.    The  plant  is  open  to  public  inspection. 

4         -.    ^ 


MILES  LABORATORIES,  INC.,  Elkhart,  Indiono,  U.  S.  A. 
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[Title  of  District  Court  and  Cause  No.  10266-PH.] 

■  SUPPLEMENTAL  AFFIDAVIT  OF 

MARTIN  A.  CLEMENS 

Affiant  alleges  that  with  respect  to  the  allegations 
contained  in  said  Complaint  for  Injunction  that  5- 
mg.  per  day  of  methyl  testosterone  have  no  thera- 
peutic value  in  said  criminal  information  in  which 
he  was  named  as  a  defendant,  counts  12,  13  and  14, 
involved  methyl  testosterone  linguets  containing  5- 
mg.  each  of  methyl  testosterone,  but  that  no  charge, 
claim  or  contention  was  made  in  said  information 
or  during  the  trial  of  said  criminal  action  that  5- 
mg.  of  said  product  had  no  therapeutic  value. 

That  in  addition  thereto  when  the  witness  Hazen 
M.  Parkinson  called  upon  the  Government's  witness. 
Dr.  Norris  J.  Heckle,  he  received  from  said  witness 
a  prescription  for  500  [116]  methyl  testosterone 
linguets,  each  containing  5-mg.  of  methyl  testoste- 
rone, with  directions  written  by  said  Dr.  Norris  J. 
Heckle  to  take  one  per  day. 

/s/  MARTIN  A.  CLEMENS. 

Subscribed  and  sworn  to  before  me  this  31  day 
of  October,  1949. 

[Seal]        /s/  EUGENE  M.  ELSER, 

Notary  Public  in  and  for 
Said  County  and  State. 

[Endorsed]:     Filed  November  1,  1949.  [117] 


120  United  States  of  America  vs. 

[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AFFIDAVIT  OF  LEWIS  A.  SCHINAZI 

State  of  California, 
County  of  Los  Angeles — ss. 

Before  me,  Robert  S.  Roe,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Admin- 
istration, designated  by  the  Federal  Security  Admin- 
istrator, under  authority  of  the  Act  of  January  31, 
1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reorganization 
Plan  No.  IV,  Sees.  12-15,  effective  June  30,  1940,  to 
administer  or  take  oaths,  affirmatations,  and  affi- 
davits, personally  appeared  Lewis  A.  Schinazi,  in 
the  county  and  State  aforesaid,  who,  being  first  duly 
sworn,  deposes  and  says : 

(1)  I  am  an  inspector  with  the  U.  S.  Food  and 
Drug  Administration,  stationed  at  the  Los  Angeles 
District  of  the  Administration,  Los  Angeles,  Cali- 
fornia. 

(2)  On  August  9,  1949,  I  purchased  a  carton 
of  methyl  testosterone  without  a  prescription  from 
the  El-0-Pathic  Pharmacy,  IIO91/2  No.  Western 
Avenue,  Hollywood,  California.  At  the  time  of  this 
purchase,  the  representative  of  the  El-0-Pathic 
Pharmacy  who  sold  me  the  testosterone  asked  me 
for  my  name  [118]  and  address,  stating  that  he 
mshed  to  keep  me  informed  about  new  products 
in  this  field  which  might  be  of  interest  to  me. 

(3)  On  November  2,  1949,  I  received  a  commu- 
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nication  through  the  U.  S.  Mail  from  Vita  Pharma- 
cals,  1109%  No.  Western  Avenue,  Hollywood  27, 
California.  This  communication  consisted  of  three 
circulars  which  are  attached  to  this  affidavit  as  Ex- 
hibits A,  B,  and  C.  Exhibit  A  is  entitled  "Price 
List  of  Male  Hormones";  Exhibit  B  is  entitled 
^'Retardar";  and  Exhibit  C  is  entitled  "Special 
Introductory  Offer." 

/s/  LEWIS  A.  SCHINAZI. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  November  3,  1949. 

/s/  ROBERT  S.  ROE, 
Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV  Effective  June  30,  1940. 

Exhibit  A 
Vita  Pharmacals 
11091/2  North  Western  Ave. 
Los  Angeles  27,  Calif. 

Price  List  of  Male  Hormones 
Methyl  Testosterone  5  mg. 

Regular  Strength 

n      50  Tablets $  5.00  (Add  18c  Tax) 

□    100  Tablets $  9.00  (Add  32c  Tax) 

n    500  Tablets $40.00  (Add  $1.39  Tax). 

D  1000  Tablets $75.00  (Add  $2.63  Tax) 
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Methyl  Testosterone  10  mg. 
Double  Strength 

n  50  Tablets $  9.50  (Add  32c  Tax) 

□  100  Tablets $17.00  (Add  58c  Tax) 

n  200  Tablets $32.00  (Add  $1.10  Tax) 

□  500  Tablets $75.00  (Add  $2.63  Tax) 

Name    

Address    

Cit}^ Zone ....  State 


Please  print  name  and  address 
n  Cash       n  C.O.D.       D  Check  or  Money  Order 

I  am  an  adult  man,  age 

CAUTION:  Take  only  as  directed. 

Exhibit  B 

Vita  Pharmacals 
1109%  No.  Western  Ave.         Los  Angeles  27,  Calif. 

^'Retardar" 

Helps  Control  Fast  Ejaculation 

Just  a  Few  Drops  Required 

$1.00  Trial  Size  $5.00  Size 

Name    

Address    

City Zone  ....  State 

Please  print  name  and  address 

D  Cash       □  C.O.D.       n  Check  or  Money  Order 
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Exhibit  C 

■^  Special  Introductory  Offer  ^^ 

^^  This  Coupon  is  good  for  a  10  per  cent  Discount  "^ 
■^  on  all  of  our  Hormone  Products.  Act  Now  "^ 
^^  and  Save  10  Per  Cent.  Just  deduct  10  per  cent  -ee- 
^f^  from  our  price  list.  Your  order  will  be  -ee- 
_^  shipped  immediately.  .^ 

^e-  Send  your  order  to: —  -ee- 

^  VITA  PHARMACALS        ^ 

^  11091/2  N.  Western  Ave.  ^ 

^  Los  Angeles  27,  Calif.      ^ 

^        This  Offer  Expires  December  31,  1949        ^ 
[Endorsed] :     Filed  November  3,  1949.  [120] 


[Title  of  District  Court  and  Cause  No.  10266-PH.] 

AMENDMENT  TO  THE  ANSWER 

As  a  separate  Affirmative  Defense  Defendants 
allege : 

I. 

That  for  some  time  last  past  and  now  the  Pood 
and  Drug  Administration  of  the  Federal  Security 
Agency  of  the  United  States  Government  has  in- 
terpreted, applied  and  enforced  and  does  now  in- 
terpret, apply  and  enforce  Section  502(f)(1)  of 
the  Federal  Food,  Drug  and  Cosmetic  Act  in  an  ar- 
bitrary, capricious  and  unlawful  manner,  wherein 
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and  whereby  defendants  herein  are  deprived  of  their 
property  and  liberty  without  due  process  of  law 
in  violation  of  Article  V  of  the  Amendments  to  the 
Constitution  of  the  United  States  in  the  following 
particulars : 

That  officers,  agents  and  representatives  and  em- 
ployees of  said  Food  and  Drug  Administration  of 
the  United  States  [123]  Government  have  uniformly 
enforced,  applied  and  interpreted  Section  502(f) 
(1)  of  said  Food,  Drug  and  Cosmetic  Act  to  mean 
that  the  term  "adequate  dire<3tions  for  use"  as  used 
in  said  Section  enables  and  empowers  them  to  decide 
and  determine  whether  a  particular  drug  and  partic- 
ularly methyl  testosterone  sold  by  defendants  should 
or  should  not  be  sold  over  the  counter  to  lay-persons 
regardless  of  the  statements  and  contents  of  the 
labeling  thereon;  that  should  said  officers  of  said 
Administration  determine  and  decide  that  a  par- 
ticular drug  and  particularly  methyl  testosterone 
sold  by  the  defendants  should  not  be  sold  except 
on  the  prescription  of  a  physician,  no  directions 
for  use  for  sale  of  said  product  over  the  counter 
to  lay-persons  can  be  adequate  and  that  the  only 
manner  in  which,  under  such  circumstances,  the  re- 
quirement that  "adequate  directions  for  use"  be' 
provided  on  the  labeling  is  to  provide  thereon  that 
said  product  should  be  sold  only  by  or  on  the  pre- 
scription of  a  physician.  Notwithstanding  the  fact 
that  there  exists  no  act  of  Congress  or  rule  or  regu- 
lation by  any  Federal  administrative  body  or  tri- 
bunal prohibiting  the  sale  of  said  product  except  on 
prescription. 
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By  reason  of  said  arbitrary,  capricious  and  invalid 
Interpretation  of  said  statute  applied  and  enforced 
by  said  administration  and  the  officers,  agents  and 
employees  thereof  defendants  are  not  nor  are  any  of 
them  enabled  to  know  whether  at  any  time  any  drug 
product  sold  by  them  is  or  is  not  in  the  opinion  of 
said  Food  and  Drug  Administration  a  product  which 
may  be  sold  over  the  counter  to  lay-persons  regard- 
less of  the  statements  and  contents  of  the  labeling 
thereon  or  should  be  sold  only  on  the  prescription 
of  a  physician. 

By  reason  of  said  interpretation,  application  and 
enforcement  of  said  statute  defendants  herein  are 
subjected  to  possible  prosecution  under  said  Federal 
Food,  Drug  and  Cosmetic  Act  at  each  time  a  ship- 
ment of  a  drug  product  is  made  in  interstate  [124] 
commerce,  depending  entirely  upon  the  whim,  opin- 
ion, decision  or  belief  of  said  Food  and  Drug  Ad- 
ministration rather  than  upon  the  provisions  of  said 
Section  502(f)(1)  of  the  Federal  Food,  Drug  and 
Cosmetic  Act. 

By  reason  of  said  interpretation,  application,  and 
enforcement  of  said  statute  as  against  these  de- 
fendants they  are  deprived  of  their  liberty  and 
property  without  due  process  of  law  in  violation 
of  Article  V  of  the  Amendments  to  the  Constitution 
of  the  United  States. 

II. 

Defendants  further  allege  that  should  said  Section 
502(f)(1)  of  the  Federal  Food,  Drug  and  Cosmetic 
Act,  properly  interpreted,  empower  said  Food  and 
Drug  Administration  to  apply  and  enforce  said  Se<3- 
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tion  as  hereinbefore  alleged,  then  said  Section  502 
(f )  (1)  of  the  Federal  Food,  Drug  and  Cosmetic  Act 
constitutes  an  invalid  delegation  of  legislative  au- 
thority to  an  administrative  body,  to  wit :  The  Food 
and  Drug  Administration  of  the  Federal  Security 
Agency  of  the  United  States. 

HOWLETT  and  ELSON, 

By  /s/  EUGENE  M.  ELSON, 

Attorneys  for  Defendants. 

Duly  verified. 

[Endorsed] :     Filed  November  10,  1949.  [125] 


[Title  of  District  Court  and  Cause  No.  10266-HW.] 

AFFIDAVIT  OF  WALTER  F.  McRAE 

United  States  of  America, 
Southern  District  of  California — ss. 

Walter  F.  McRae,  being  first  duly  sworn,  deposes 
and  says  that  he  is  Acting  Chief,  Los  Angeles  Dis- 
trict, Food  and  Drug  Administration,  Federal  Se- 
curity Agency,  and  that  the  follomng  facts  and  doc- 
uments are  derived  from  his  personal  knowledge  and 
from  the  official  records  of  the  Food  and  Drug  Ad- 
ministration in  his  possession : 

(1)  A  seizure  action  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  is  now  pending  in  the 
United  States  District  Court  for  the  Western  Dis- 
trict of  Pennsylvania,  Civil  No.  2719,  against  both 
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of  the  Dr.  Pierce  remedies  referred  to  in  the  Sup- 
plemental Affidavit  of  Martin  A.  Clemens.  The 
charge  in  that  case  is  false  and  misleading  labeling. 

(2)  The  Lydia  E.  Pinkham  preparation  referred 
to  in  the  Supplemental  Affidavit  of  Martin  A.  Clem- 
ens is  currently  under  investigation  by  the  Food  and 
Drug  Administration. 

(3)  Attached  hereto  as  Exhibit  A  is  an  adver- 
tisement of  the  Vita  [129]  Pharmacal  Co.  that  ap- 
peared on  page  12,  Part  II,  of  the  Los  Angeles 
Times  on  January  22,  1950. 

(4)  Attached  hereto  as  Exhibit  B  is  a  copy  of 
a  letter  dated  January  16,  1950,  which  Dr.  Wilton 
L.  Halverson,  Director  of  Public  Health  for  the 
State  of  California,  sent  to  the  California  State 
Board  of  Pharmacy.  This  letter  sets  forth  a  reso- 
lution adopted  by  the  Board  of  Health  recognizing 
the  danger  of  selling  hormones  over  the  counter  and 
by  mail,  and  urges  the  Board  of  Pharmacy  to  con- 
sider the  matter  of  restricting  the  sale  of  these  drugs 
to  prescription. 

(5)  The  California  State  Board  of  Pharmacy 
has  announced  that  beginning  with  February  7, 
1950,  public  hearings  will  be  held  in  Los  Angeles 
and  in  San  Francisco  with  respect  to  the  question 
of  whether  male  and  female  hormones  should  be 
placed  on  a  dangerous  drug  list  and  thereby  re- 
stricted to  sale  on  prescription  only. 

/s/  WALTER  F.  McRAE, 
Acting  Chief,  Los  Angeles  District,  Food  and  Drug 
Administration. 
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Subscribed  and  sworn  to  before  me,  this  27  day 
of  January,  1950. 

EDMUND  L.  SMITH, 
Clerk,  U.  S.  District  Court,  Southern  District  of 
California. 

By  /s/  WM.  A.  WHITE, 
Deputy.  [130] 

Exhibit  A 

[Newspaper  advertisement.] 

12  Part  II— Sunday,  Jan.  22,  1950 

2*Los  Angeles  Times 

Men  Over  40* 

The  New^  Hormone  Tablets 
Testosterone  Propionate. 

Full  potency.  Officially  listed  as  a  United  States 
Pharmacopeia  preparation  and  formerly  available 
only  by  injection,  can  now  be  taken  by  mouth  ini 
this  new  form!  Mailed  in  plain  wrapper.  Send 
check,  cash  or  money  order  today!  (Caution — take 
only  as  directed.) 

50  Tablets 

Postpaid  $5.00,  Double  Strength,  Postpaid  $9.00 

Money  Back  Guarantee 
If,  after  taking  these  tablets  for  at  least  10  days. 


*Men  over  40  have  a  higher  incidence  of  hormone 
deficiency  than  any  other  group. 
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you  don't  feel  that  you  are  deriving  benefit  from 
their  use,  return  box  and  the  unused  tablets  and  we 
will  cheerfully  give  you  your  money  back. 

Vita  Pharmacal  Co.,  Dept.  T 
11091/2  N.  Western  Ave.,  Hollywood  27,  Calif. 

Exhibit  B 
(Copy) 

January  16,  1950. 

California  State  Board  of  Pharmacy 

Room  313 

507  Polk  Street 

San  Francisco,  2,  California 

Gentlemen : 

Attention:     Mr.  Linnet  M.  Walsh,  Secretary 

At  the  meeting  of  the   State  Board  of  Public 

Health  on  December  9,  1949,  in  Los  Angeles  there 

was  discussion  pertaining  to  the  sale  of  hormones 

in  the  State  of  California. 

After  careful  review  of  all  the  circumstances  of 
advertising,  distributing  and  labeling  methods,  and 
the  dangers  of  improper  use  of  these  drugs,  the 
Board  took  the  following  action  which  is  quoted 
from  the  minutes  of  its  meeting  of  December  9. 

"Dr.  Belt  moved,  Dr.  Henderson  seconded 
and  the  motion  carried  that  recognizing  the 
danger  of  selling  hormones  over  the  counter 
and  by  mail,  the  Board  urges  that  the  matter 
of  restricting  the  sale  of  these  drugs  by  pre- 
scription be  considered  by  the  State  Board  of 
Pharmacy." 
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The  Department  of  Public  Health,  after  careful 
study  of  the  problems  involved  in  the  sale  of  these 
hormones  considers  that  over-the-counter  sale  of  the 
following  preparations,  including  combinations, 
derivatives,  compounds,  and  mixtures  thereof  is 
against  public  policy  since  these  articles  are  dan- 
gerous to  health  except  when  used  under  medical 
supervision : 

Testosterone 

Methyl  Testosterone 

Testosterone  Cyclopentenyl  Propionate 

Androsterone 

Dehydro-Androsterone  [132] 

Estrone 

Estradiol 

Estriol 

Equilin 

Equilenin 

Hippulin 

Hexestrol 

Benzestrol 

Androstene  Dione 

Androstene  Diol 

Appropriate  regulations  to  limit  the  sale  of  these 
products  to  prescription,  with  the  exception  of  oint- 
ments containing  estrogenic  ingredients  in  a  quan- 
tity providing  less  than  10,000  International  Units 
of  Estrone  or  equivalent  potency  per  ounce,  in- 
tended solely  for  cosmetic  use,  should  be  promul- 
gated under  Division  22,  California  Health  and 
Safety  Code,  Dangerous  Drugs  Act  or  other  appro-  _ 

J 
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priate  provisions  of  the  Health  and  Safety  Code. 

It  is  hereby  recommended  that  the  California 
State  Board  of  Pharmacy  declare  the  above-men- 
tioned preparations,  combinations,  derivatives,  com- 
pounds, and  mixtures  to  be  dangerous  drugs  within 
the  meaning  of  Section  29001,  Division  22  of  the 
California  Health  and  Safety  Code. 

The  product,  Stilbestrol  ( Diethyl- Stilbestrol)  is 
already  declared  a  dangerous  drug  under  Se-ction 
29001-E  of  the  California  Health  and  Safety  Code 
and  no  further  action  is  needed  with  respect  to 
these. 

Very  sincerely  yours, 

/s/  WILTON  L.  HALVERSON, 

WILTON  L.  HALVERSON,  M.D. 

Director  of  Public  Health. 

[Endorsed]:     Filed  January  27,  1950.   [133] 


[Title  of  District  Court  and  Cause  No.  10266-HW.] 

AFFIDAVIT  OF  ALBERT  H.  WELLS 

State  of  California, 
County  of  Los  Angeles — ss. 

Before  me,  Robert  S.  Roe,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Admin- 
istration, designated  by  the  Federal  Security  Ad- 
ministrator, under  authority  of  the  Act  of  January 
31,  1925,  c  124,  sec.  1,  43  Stat.  803,  and  Reorganiza- 
tion Plan  No.  IV,  Sees.  12-15,  effective  June  30, 
1940,  to  administer  or  take  oaths,  affirmations,  and 
affidavits,  personally  appeared  Albert  H.  Wells,  in 
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the  county  and  State  aforesaid,  who,  being  first  duly 
sworn,  deposes  and  says: 

(1)  I  am  64  years  of  age,  and  am  a  chemist  with 
the  U.  S.  Food  and  Drug  Administration,  stationed 
at  the  Los  Angeles  District  of  the  Administration, 
Los  Angeles,  California. 

(2)  On  November  22,  1949,  I  went  to  the  store 
of  Vita  Pharmacals,  Inc.,  at  IIO9I/2  North  Western 
Avenue,  Los  Angeles,  California,  accompanied  by 
my  wife. 

(3)  When  I  entered  the  store  with  my  wife,  one 
of  the  men  from  [134]  the  rear  of  the  store  came 
up  behind  the  sales  counter  to  wait  on  me.  I  asked 
him  to  tell  me  about  the  medicine  displayed  in  the 
window  as  ''Male  Hormone  Combined  with  Vitamin 
B-L'' 

(4)  The  salesman  took  a  small  carton  from  a 
shelf,  broke  it  open,  pulled  out  a  cellophane  ribbon 
containing  units  of  2  compressed  tablets  at  regular 
intervals.  He  handed  the  carton  and  contents  to 
me.  The  label  appeared  to  be  the  same  as  Exhibit  D 
of  the  Answer  filed  by  the  defendants  in  the  case 
of  U.  S.  V.  El-0-Pathic  Pharmacy,  Inc.,  et  al.,  Civil 
No.  10266-HW,  pending  in  the  IT.  S.  District  Court 
for  the  Southern  District  of  California. 

(5)  The  salesman  asked  me  whether  I  had  pros- 
tate trouble  or  cancer.  I  told  him  I  did  not.  I  told 
him  I  was  taking  some  vitamins  and  thought  I  would 
inquire  about  this  hormone  preparation  containing 
vitamins. 

(6)  The  salesman  asked  my  age.  I  told  him  I 
am  64.  He  handed  me  a  bottle  of  5-milligram  methyl 
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testosterone  tablets  labeled  in  part  "Ciba,"  saying 
I  should  take  that  preparation  instead.  After  look- 
ing at  the  label  on  this  bottle,  I  asked  whether  I 
had  to  see  a  doctor  or  get  a  prescription.  He  said 
that  was  not  necessary.  He  said  I  could  have  the 
hormone  and  vitamin  combination  product  if  I 
wanted  it,  but  he  strongly  recommended  my  buying 
the  Ciba  bottle.  He  said  I  would  be  getting  more 
for  my  money.  His  suggestion  was  that  the  tablets 
be  taken  by  placing  one  under  the  tongue  three  times 
a  day.  If  this  were  done,  he  said,  I  would  feel  a 
change  within  a  few  days.  I  left  the  store  saying 
that  possibly  I  should  consult  my  physician  as  to 
which  product  to  take. 

(5)  On  November  23,  1949,  I  again  went  to  the 
store  of  Vita  Pharmacals,  Inc.,  at  11091/2  North 
Western  Avenue,  Los  Angeles,  California. 

(6)  When  I  entered  the  store,  another  man  from 
the  rear  of  the  store  came  up  behind  the  sales  coun- 
ter to  wait  on  me.  I  told  him  I  had  been  in  the  day 
before  and  wanted  to  speak  to  the  heavy-set  gentle- 
man who  had  waited  on  me  at  that  time.  He  said 
that  man  was  not  in  but  that  he  would  serve  me 
instead. 

(7)  I  explained  that  the  other  salesman  had  rec- 
ommended the  use  of  methyl  testosterone  and  that  I 
would  like  to  purchase  a  bottle.  The  salesman  [135] 
then  showed  me  a  large  bottle  of  500  tablets  labeled 
in  part  ''Ciba,"  costing  $40. 

(8)  I  asked  if  they  had  something  less  expen- 
sive. He  showed  me  a  small  cardboard  carton  priced 
at  $17.   I  told  him  I  preferred  to  have  the  tablets 
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in  a  bottle.  He  then  removed  a  bottle  from  the  shelf, 
stating  he  would  have  to  change  the  label  before 
he  could  sell  it. 

(9)  I  asked  him  why  he  had  to  change  the  label, 
and  he  stated  that  he  would  have  to  put  on  a  new 
label;  other\\dse  it  could  not  be  sold.  I  asked  him 
what  was  wrong  with  it.  He  said,  "Nothing."  He 
also  stated  that  he  had  heard  from  those  who  had 
purchased  it  at  their  store  that  this  preparation  of 
5  or  10  milligrams  of  Methyl-Testosterone  not  only 
benefited  them  for  what  it  was  designed,  but  also 
helped  their  rheumatism  and  other  troubles.  He 
emphasized  to  me  again  that  this  property  of  the 
drug  had  only  been  told  him  by  other  persons. 

(10)  I  asked  him  which  was  better  to  be  taken 
— the  5  milligrams  or  the  10  milligrams  Methyl- 
Testosterone — and  he  suggested  using  the  10-milli- 
gram  tablet.  I  asked  him  why  and  he  stated  that 
they  were  double  strength  and  would  give  me  quicker 
action.  In  fact,  he  stated  that  I  could  take  more 
than  3  a  day  of  the  10-milligram  dosage  if  I  pre- 
ferred and  without  harm  to  myself.  I  asked  him  how 
I  would  know  when  they  would  harm  me,  and  he 
said  they  would  not  harm  me  but  that  I  didn't  need 
to  take  them  all  the  time  but  only  w^hen  I  needed 
them. 

(11)  He  said  that  he  would  reduce  the  price  if 
I  would  take  100  tablets  of  the  double-strength 
Methyl-Testosterone.  The  price  reduction  was  from 
$17  to  $15  plus  58c  tax.  He  volimteered  the  follow- 
ing information,  by  saying,  "You  know  you  cannot 
get  these  at  any  other  place  without  a  prescription." 
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(12)  The  salesman  then  departed  for  the  rear 
of  the  store  stating  he  would  relabel  the  bottle.  A 
few  minutes  later  he  returned  and  handed  me  an 
unsealed  wrapped  package.  On  my  inquiry,  he 
assured  me  that  this  was  the  10-milligram  product. 
E  paid  him  $15.58  and  left  the  store  with  the  pack- 
age. 

(13)  The  contents  of  this  package  consisted  of 
the  following  (1)  a  bottle  with  a  yellow  label,  this 
[abel  being  identical  with  the  yellow  label  in  Exhibit 
k  of  the  Answ^er  filed  by  the  defendants  in  the  case 
3f  [136]  U.  S.  V.  El-0-Pathic  Pharmacy,  Inc.,  et  al., 
Civil  No.  10266-HW,  pending  in  the  U.  S.  District 
Court  for  the  Southern  District  of  California;  (2) 
a,  circular  entitled  ''Price  List  of  Male  Hormones," 
this  circular  being  identical  with  Exhibit  A  of  the 
affidavit  of  Lewis  A.  Schinazi  in  the  above-identified 
3ase;  and  (3)  a  business  reply  envelope  (no  postage 
necessary)  addressed  to  Vita  Pharmacals,  Inc., 
1109%  No.  Western  Ave.,  Los  Angeles  27,  Cali- 
fornia. 

/s/  ALBERT  H.  WELLS. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  November  23,  1949. 
/s/  ROBERT  S.  ROE, 

Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and 
Reorganization  Plan  IV  Effective  June  30, 1940. 

[Endorsed]:     Filed  January  27,  1950.  [137] 
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[Title  of  District  Court  and  Cause  No.  10266-HW] 

SUPPLEMENTAL  AFFIDAVIT  OF 
ROBERT  S.  ROE 

United  States  of  America, 
Southern  District  of  California — ss. 

Robert  S.  Roe,  being  first  duly  sworn,  deposes  and 
says  that  he  is  Chief,  Los  Angeles  District,  Food 
and  Drug  Administration,  Federal  Security  Agency, 
and  that  the  following  facts  and  documents  are  de- 
rived from  his  personal  knowledge  and  from  the 
official  records  of  the  Food  and  Drug  Administra- 
tion in  his  possession : 

(1)  During  the  months  of  October  and  Novem- 
ber, 1949,  I  conducted  two  investigations  to  ascer- 
tain whether  the  labeling  of  the  male  hormone 
products  distributed  by  Vita  Pharmacal  Co.,  et  al., 
defendants  in  the  above-identified  proceeding,  iri 
fact  cause  purchasers  to  consult  physicians  before 
taking  the  drugs.  \ 

(2)  Three  inspectors,  who  work  in  the  Los  An- 
geles Food  and  Drug  office  under  my  supervision, 
personally  interviewed  a  total  of  19  persons  who 
were  known  to  have  purchased  the  product  called 
"Male  Hormone  (Methyl  Testosterone)  Combined 
with  Vitamin  B-1"  from  Vita  Pharmacal  Co.,  11091/2 
North  Western  AA^enue,  [138]  Los  Angeles,  Cali- 
fornia, during  the  month  of  September,  1949.  None 
of  these  19  purchasers  was  in  any  way  connected 
with  the  Food  and  Drug  Administration. 

(3)  The  inspectors  obtained  affidavits  from  5  of 
the    19   persons   interviewed.    These   affidavits    are 
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attached  to  my  affidavit  and  are  identified  as  Ex- 
hibits A,  B,  C,  D,  and  E,  respectively. 

(4)  Said  inspectors,  in  the  regular  performance 
of  their  duties,  have  submitted  written  reports  to 
me  describing  each  of  these  19  interviews.  The 
reports  are  a  part  of  the  official  records  of  the  Food 
and  Drug  Administration  in  my  custody. 

(5)  Of  the  19  persons  interviewed,  2  were  in 
their  late  forties,  9  were  in  their  fifties,  4  were  in 
their  sixties,  and  4  were  in  their  seventies. 

(6)  These  reports  show  that  of  the  19  persons 
interviewed,  only  one  person  was  deterred  from  tak- 
ing any  of  the  testosterone  as  a  result  of  reading  the 
label.  After  reading  the  label,  that  one  person  de- 
cided not  to  use  the  product  until  he  consulted  a 
physician  to  find  out  if  it  was  safe  and  might  help 
him.  At  the  time  of  the  interview,  he  had  not  yet 
consulted  a  physician. 

(7)  Another  of  the  19  persons  interviewed  had 
ordered  the  drug,  but  about  the  time  that  he  received 
it  he  had  read  a  magazine  or  newspaper  article 
warning  of  the  dangers  involved  in  the  unsupervised 
use  of  hormones.  For  this  reason,  he  decided  not  to 
take  any. 

(8)  Still  another  of  the  19  persons  interviewed 
had  been  buying  male  hormones  from  El-0-Pathic 
Pharmacy  (later  Vita  Pharmacals)  since  June  or 
July  of  1949.  Prior  thereto  he  had  been  taking 
what  he  thought  were  male  hormone  tablets  pre- 
scribed for  him  by  a  physician  some  time  ago.  This 
person  felt  that  the  hormone  tablets  he  obtained 
from  El-0-Pathic  Pharmacy  were  not  of  as  much 


138  United  States  of  America  vs. 

value  as  those  he  had  obtained  on  prescription.  He 
also  thought  the}^  caused  tension  around  his  heart 
and  nervousness.  For  these  reasons,  he  decided  to 
discontinue  taking  these  tablets. 

(9)  The  remaining  16  persons  of  the  19  inter- 
viewed commenced  taking  the  male  hormones  on 
receiving  them  from  Vita  Pharmacals  without  first 
consulting  a  physician.^  Of  these  16, 1  stated  he  had 
consulted  a  physician  [139]  about  3  months  before 
ordering  the  hormones  and  had  been  advised  that 
the  physician  would  not  recommend  male  hormones 
for  a  man  of  his  age.  Nevertheless,  that  person 
ordered  the  hormones  by  mail  and  took  them  without 
further  consultation  with  his  physician. 

Five  of  the  16  who  took  the  hormones  without 
consulting  a  physician  said  that  they  thought  they 
were  safe  in  doing  so  because  at  some  time  in  the 
past  a  physician  had  given  them  ''hormone"  shots  or 
had  prescribed  hormones  for  them.  Of  these  5,  one 
had  received  hormones  from  his  physician  a  year 
before;  three  persons  had  received  hormones  from 
their  physicians  2  years  before ;  and  one  person  had 
received  hormones  from  his  physician  4  years  before. 

Another  of  these  16  persons  had  been  purchasing 
male  hormones  from  El-0-Pathic  Pharmacy  and 
Vita  Pharmacals,  Inc.,  for  2  years.  He  had  not  con- 
sulted a  physician  before  he  began  taking  the  hor- 


lOne  of  these  16  persons  was  not  at  home  when  the 
inspector  called,  but  the  wife  of  that  person  fur- 
nished the  inspector  with  the  information  sought. 
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mones  and  he  continued  taking  them  without  con- 
sulting a  physician.  In  September  of  1949,  in  the 
course  of  being  given  a  physical  examination  by  a 
physician,  he  mentioned  that  he  was  taking  hor- 
mones and  he  states  he  was  advised  he  could  continue 
taking  them. 

Another  of  these  16  persons  began  taking  the 
hormones  but  shortly  thereafter  was  advised  by  a 
friend  that  hormones  may  cause  cancer  and  should 
not  be  used  without  medical  advice.  Whereupon,  that 
person  discontinued  taking  the  hormones. 

/s/  ROBERT  S.  ROE, 
Chief,  Los  Angeles  District,  Food  and  Drug  Ad- 
ministration. 

Subscribed  and  sworn  to  before  me,  this  1st  day 
of  December,  1949. 

EDMUND  L.  SMITH, 

Clerk,  U.  S.  District  Court,  Southern  District  of 
California. 

By  /s/  WM.  A.  WHITE, 
Deputy.  [140] 

Exhibit  A 

AFFIDAVIT 
FD463a 

State  of  California 
County  of  Los  Angeles 

Before  me,  Ola  H.  Bain,  an  employee  of  the 
Federal  Security  Agency,  Food  and  Drug  Admin- 
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istration,  designated  by  the  Federal  Security  Ad- 
ministrator, under  authority  of  the  Act  of  January 
31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reorganiza- 
tion Plan  No.  IV,  Sees.  12-15,  e:ffective  June  30, 
1940,  to  administer  or  take  oaths,  affirmations,  and 
affidavits,  personally  appeared  Walter  E.  Wright  in 
the  county  and  State  aforesaid,  who,  being  first  duly 
sworn,  deposes  and  says : 

I  am  71  years  of  age. 

I  reside  at  200  S.  Putney  Ave.,  San  Gabriel, 
Calif. 

About  3  months  ago  I  inquired  of  Dr.  Edison 
our  family  physician  who  maintains  an  office  on 
Rosemead  Avenue  near  my  home,  regarding  the  ad- 
visability of  taking  male  sex  hormones.  The  doctor 
said  that  he  would  not  recommend  them  for  a  man 
of  my  age. 

Soon  thereafter  I  noticed  a  hormone  advertise- 
ment by  the  El-0-Pathic  Pharmacy  in  the  Los  An- 
geles Times  and  I  decided  to  try  the  product.  I 
ordered  and  received  the  5  mg.  Testosterone  by 
mail,  and  subsequently  re-ordered  once  or  twice. 

About  2  months  ago  I  received  a  notice  from  the 
El-0-Pathic  Pharmacy  advising  that  the  Vita-Phar- 
macals  Company  was  taking  over  distribution  of 
their  products.  [141] 

Soon  thereafter  I  ordered  and  received  from  this 
firm  (Vita-Pharmacals  Co.)  a  30  tablet  package  of 
the  combined  hormone  and  vitamin  product. 

Taking  the  hormone  preparations  has  resulted  in 


El-0-PatJiic  Pharmacy,  et  al.,  etc.  141 

considerable  improvement  in  my  physical,  mental 
and  sex  powers. 

I  have  never  been  advised  by  a  physician  that  my 
own  hormone  output  was  deficient  or  that  I  should 
take  the  products  for  any  reason  whatsoever,  and  I 
have  not  consulted  a  physician  since  receiving  the 
El-0-Pathic  or  Vita-Pharmacals  hormone  prepara- 
tions. 

/s/  WALTER  E.  WRIGHT. 

Subscribed  and  sworn  to  before  me  at  San  Ga- 
briel, Calif.,  this  22nd  day  of  November,  1949. 

/s/  OLA  H.  BAIN, 
Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV,  Effective  June  30,  [142] 
1940. 

Exhibit  B 

Affidavit 

State  of  California 
County  of  Los  Angeles 

Before  me,  Robert  W.  Jennings,  an  employee  of 
the  Federal  Security  Agency,  Food  and  Drug  Ad- 
ministration, designated  by  the  Federal  Security 
Administrator,  under  authority  of  the  Act  of  Janu- 
ary 31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reor- 
ganization Plan  No.  IV,  Sees.  12-15,  effective  June 
30,  1940,  to  administer  or  take  oaths,  affirmations, 
and  affidavits,  personally  appeared  Mr.  K.  V.  John- 
son in  the  county  and  State  aforesaid,  who,  being 
first  duly  sworn,  deposes  and  says : 
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I  am  a  man  of  72  years  of  age  now  residing  at 
10356  San  Carlos,  South  Gate,  California.  The  fol- 
lowing information  is  given  of  my  own  free  will  and 
is  true  to  the  best  of  my  knowledge. 

Immediately  prior  to  Sept.  19,  1949,  I  ordered 
tablets  consisting  of  Male  Hormone  and  Vitamin  B-1 
from  the  Vita  Pharmacals  Inc.  of  1109%  N.  West- 
ern Ave.,  Holly\s^ood,  California.  This  order  was  the 
result  of  noting  hormone  advertisements  in  the  local, 
newspaper. 

On  or  about  September  19,  1949, 1  received  a  ship- 
ment in  the  mail  from  the  above-named  company  and 
this  consisted  of  literature  about  hormones  and 
vitamin  B-1  along  with  a  package  of  the  tablets. 
This  package  was  marked  with  the  name  of  "May- 
wood  Pharmacal  Company"  but  in  addition  carried 
a  sticker-label  designating  re-orders  were  to  be  sent 
to  the  "Vita  Pharmacals,"  "distributors."  There 
were  60  tablets  in  a.  cellophane  roll  within  the  pack- 
age (or  box),  30  of  these  being  brown  in  appearance 
and  30  yellow  in  color.  One  tablet  of  each  color  was 
included  in  each  section  of  the  cellophane  roll  of 
merchandise.  [143] 

My  purpose  in  purchasing  the  Hormone-Vitamin 
B-1  tablets  was  an  attempt  in  aiding,  is  possible,  a 
feeling  of  being  tired  and  lack  of  energy.  My  thought 
was  that  these  tablets  might  be  of  such  value  to  me. 

I  took  50  of  the  60  tablets  sent  to  me,  these  being- 
taken  according  to  the  direction  on  the  box — that  is, 
one  tablet  of  each  color  per  day — and  feel  that  the 
product  did  me  no  harm  and  yet  was  of  no  value. 
I  do  have  a  catarrh  condition  and  when  taking  these* 
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tablets  seemed  to  have  a  nose  and  throat  drainage. 
I  do  not  know  if  the  drainage  was  caused  by  the 
tablets,  but  when  I  ceased  taking  the  product,  the 
condition  ceased  to  exist. 

I  have  never  consulted  a  physician  relative  to  the 
taking  of  male  hormones. 

/s/  K.  V.  JOHNSON. 
Subscribed  and  sworn  to  before  me  at  10356  San 
Carlos,   South  Gate,   California,  this  27th  day  of 
October,  1949. 

/s/  ROBERT  W.  JENNINGS, 
Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV,  Effective  June  30,  [144] 
1940. 

Exhibit  C 

Affidavit 
rD463a 
F.S.A.  F.D.A. 
State  of  California 
County  of  Los  Angeles 

Before  me,  Robert  W.  Jennings,  an  employee  of 
the  Federal  Security  Agency,  Food  and  Drug  Ad- 
ministration, designated  by  the  Federal  Security 
Administrator,  under  authority  of  the  Act  of  Janu- 
ary 31, 1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reorgan- 
ization Plan  No.  IV,  Sees.  12-15,  effective  June  30, 
1940,  to  administer  or  take  oaths,  affirmations,  and 
affidavits,  personally  appeared  Mr.  E.  C.  Fessler  in 
the  county  and  State  aforesaid,  who,  being  first  duly 
sworn,  deposes  and  says : 
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I  am  a  man  of  52  years  of  age  now  residing  at 
4831  East  61st  St.,  Maywood,  California.  The  follow- 
ing information  is  given  of  my  own  free  will  and 
true  to  the  best  of  my  knowledge. 

I  have  not  seen  a  physician  in  over  10  years  and 
until  recently  have  never  taken  Hormone  prepara- 
tions. Approximately  one  month  ago,  after  noting 
Hormone- Vitamine  B-1  tablet  ads  in  the  Los  Angeles 
Examiner  paper,  I  ordered  a  supply  of  60  tablets 
from  the  Vita  Pharmacal  Inc.,  N.  Western  Ave., 
Hollywood.  These  were  received  and  found  to  be 
tablets  in  a  cellophane  stripping.  Half  of  the  tablets 
were  brown  in  color  and  half  were  yellow.  I  took 
these  as  directed  on  the  box  and  later  ordered  a  sec- 
ond shipment  of  tablets.  These  were  received  ap- 
proximately 1  week  ago  and  consisted  of  white 
tablets  of  Male  Hormone  only,  in  the  amount  of 
100/5  mg  tablets.  I  have  thrown  away  the  containers 
for  both  shipments  of  tablets  but  remember  their 
directions  on  the  label. 

I  purchased  this  merchandise  in  an  attempt  to 
alleviate  a  tired,  all-in  feeling  which  I  have  had  at 
times  for  the  last  eight  or  nine  years.  I  have  only 
about  3  days  dosage  remaining  from  my  first  ship- 
ment of  merchandise  and  on  completion  of  this  will 
take  the  tablets  sent  me  on  the  second  order.  To  date 
I  have  had  no  results  and  can  see  no  harm  from 
those  tablets  taken.  I  intend  to  take  all  tablets  in 
order  to  give  the  merchandise  a  fair  trial.  If  I  have 
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not  improved  by  that  time,  I  intend  to  cease  use  of 
them. 

/s/  E.  C.  FESSLER. 
Subscribed  and  sworn  to  before  me  at  4831  E.  61st 
St.,  Maywood,  California,  this  27th  day  of  October, 
1949. 

/s/  EGBERT  W.  JENNINGS, 
Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV,  Effective  June  30,  [145] 
1940. 

Exhibit  D 

Affidavit 
FD463a 

State  of  California, 
County  of  Los  Angeles. 

Before  me,  Robert  C.  Brandenburg,  an  employee 
of  the  Federal  Security  Agency,  Food  and  Drug 
Administration,  designated  by  the  Federal  Security 
Administrator,  under  authority  of  the  Act  of  Janu- 
ary 31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reor- 
ganization Plan  No.  IV,  Sees.  12-15,  effective  June 
30,  1940,  to  administer  or  take  oaths,  affirmations, 
and  affidavits,  personally  appeared  C.  W.  Mingura 
in  the  county  and  State  aforesaid,  who,  being  first 
duly  sworn,  deposes  and  says : 

I  am  a  man  of  47  years  of  age.  Gn  or  about 
9/12/49,  in  response  to  an  ad  I  read  in  the  Los 
Angeles  Daily  News,  I  ordered  some  Male  Hormones 
from  the  Vita  Pharmacal  Company,  Los  Angeles. 
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The  hormones  were  sent  to  me  in  a  day  or  so  via 
U.S.  Mail.  I  read  the  label  on  the  product  but  didn't 
follow  the  directions — I  took  the  material  at  only 
about  half  the  suggested  frequency.  I  ordered  the 
product  because  I  thought  that  the  combination  of 
Vitamin  B-1  and  Hormones  might  be  good  for  me 
and  give  me  more  energy.  I  feel  that  I  obtained 
neither  good  nor  bad  results  from  the  use  of  the 
product,  but  then  again  I  didn't  expect  too  much  in 
the  first  place.  I  was  not  told  by  a  doctor  to  take 
these  hormones,  and  no  doctor  has  ever  told  me  that 
I  need  hormones. 

/s/  C.  W.  MINGURA, 

409  E.  21st  St.,  Los  Angeles, 
Calif. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  this  22nd  day  of  November,  1949. 
/s/  ROBERT  C.  BRANDENBURG, 

Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV,  Effective  June  30,  [146] 
1940. 

Exhibit  E 
Affidavit 
ED463a 

State  of  California 
County  of  Los  Angeles 

Before  me,  Robert  C.  Brandenburg,  an  employee 
of  the  Federal  Security  Agenc}^,  Food  and  Drug 
Administration,  designated  by  the  Federal  Security 
Administrator,  under  authority  of  the  Act  of  Janu- 


El-0-Pathic  Pharmacy,  et  al.,  etc.  147 

ary  31,  1925,  c.  124,  sec.  1,  43  Stat.  803,  and  Reor- 
ganization Plan  No.  IV,  Sees.  12-15,  effective  June 
30,  1940,  to  administer  or  take  oaths,  affirmations, 
and  affidavits,  personally  appeared  W.  L.  Durrive  in 
the  county  and  State  aforesaid,  who,  being  first 
duly  sworn,  deposes  and  says : 

I  am  a  man  of  68  years  of  age.  On  or  about  9/8/49, 
in  response  to  an  ad  I  read  in  the  Los  Angeles  Ex- 
aminer, I  ordered  some  Male  Hormones  from  the 
Vita  Pharmacal  Company,  Los  Angeles.  The  hor- 
mones were  sent  to  me  in  a  day  or  so  via  U.S.  Mail. 
I  didn't  bother  reading  the  label  of  the  product 
other  than  the  suggested  dosage.  I  feel  that  the  hor- 
mones built  me  up  and  made  me  feel  better.  I  was 
not  told  by  a  doctor  to  take  these  hormones,  and  no 
doctor  has  ever  told  me  that  I  need  hormones. 

/s/  W.  L.  DURRIVE, 

2415  West  Jefferson  Ave., 
Los  Angeles,  Calif. 

Subscribed  and  sworn  to  before  me  at  Los  An- 
geles, California,  this  22nd  day  of  November,  1949. 
/s/  ROBERT  C.  BRANDENBURG, 

Employee  of  the  Federal  Security  Agency,  Desig- 
nated Under  Act  of  January  31,  1925,  and  Re- 
organization Plan  IV,  Effective  June  30,  1940. 

[Endorsed]:   Filed  January  27,  1950.  [147] 
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In  the  United  States  District  Court  for  the  Southern 
District  of  California,  Central  Division 

Civil  No.  10266-HW 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 

vs. 

EL-0-PATHIC  PHARMACY,  a  Corporation; 
MARTIN  A.  CLEMENS,  an  Individual,  and 
VITA  PHARMACALS,  INC.,  a  Corporation, 

Defendants. 

FINDINGS  OF  FACT  AND  CONCLUSIONS  OF 
LAW  ON  PRAYER  FOR  PRELIMINARY 
INJUNCTION 

This  Court,  having  considered  the  pleadings,  affi- 
davits, briefs,  and  oral  arguments  relating  to  the 
plaintiff's  prayer  for  a  Preliminary  Injunction  in 
this  cause,  and  having  denied  said  prayer  on  Janu- 
ary 11,  1950,  now  makes  the  following  Findings  of 
Fact  and  Conclusions  of  Law,  but  expressly  refrains 
from  making  any  determination  with  respect  to  the 
ultimate  issues  of  fact  and  law: 


I 


Findings  of  Fact 

(1)  If  the  defendants  are  violating  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  the  public  interest 
can  be  substantially  protected  by  an  early  trial  on 
the  plaintiff's  prayer  for  a  Permanent  Injunction. 
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(2)  This  cause  was  set  for  trial  in  this  Court 
on  January  24,  1950,  on  the  plaintiff's  prayer  for  a 
Permanent  Injunction,  and  on  stipulation  of  the 
parties  the  trial  date  was  continued  until  January 
31,  1950.  [148] 

Conclusions  of  Law 

(1)  Where  the  United  States  seeks  a  Prelimi- 
nary Injunction  to  prevent  alleged  violations  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act,  and  it  ap- 
pears that  an  early  trial  can  be  had  on  the  prayer 
for  a  Permanent  Injunction  which  will  substantially 
protect  the  public  interest  involved,  a  Preliminary 
Injunction  should  not  issue. 

(2)  The  plaintiff's  prayer  for  a  Preliminary  In- 
junction is  denied. 

Dated:    Jan.  30th,  1950. 

/s/  HARRY  C.  WESTOVER, 

United  States  District  Judge. 

Received  copy  of  the  within  Findings  of  Fact  and 
Conclusions  of  Law  this  27th  day  of  January,  1950. 

/s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 

Judgment  entered  Jan.  30,  1950. 
[Endorsed]  :   Filed  January  30, 1950.  [149] 
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[Title  of  District  Court  and  Cause  No.  10266-HW.] 

STIPULATION  AS  TO  EECORD 

In  order  that  this  case  may  be  disposed  of  as 
quickly  as  possible, 

It  Is  Stipulated  by  the  parties  hereto,  through 
their  respective  counsel,  that  the  complete  record 
of  this  case  shall  consist  of  the  following  documents, 
all  of  which  are  filed  in  Civil  No.  10266-HW,  unless 
otherwise  stated: 

(1)  The  Complaint  for  Injunction  and  the 
Amendment  to  Complaint  for  Injunction  filed  by  the 
plaintiff ; 

(2)  The  supporting  affidavits  filed  by  the  plain- 
tiff together  with  their  exhibits — ^namely,  the  affi- 
davits of  Mr.  Robert  S.  Roe,  Dr.  Clinton  Hobart 
Thienes,  Dr.  Elmer  Belt,  Dr.  Ian  Macdonald,  and 
Mr.  Lewis  A.  Schinazi ; 

(3)  Judge  Jacob  Weinberger's  Order  Granting 
Temporary  Restraining  Order,  dated  September  2, 
1949; 

(4)  Judge  Jacob  Weinberger's  Order  to  Show 
Cause,  dated  September  2,  1949; 

(5)  Stipulation,  Consent,  and  Order,  signed  by 
Judge  Peirson  M.  Hall,  [150]  dated  September  6, 
1949,  continuing  hearing  on  Order  to  Show  Cause; 

(6)  Stipulation,  Consent,  and  Order,  signed  by 
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Judge  Peirson  M.  Hall,  dated  September  26,  1949, 
continuing  hearing  on  Order  to  Show  Cause; 

(7)  Answer  and  Amendment  to  the  Answer  filed 
by  the  defendants ; 

(8)  Stipulation  Permitting  Filing  of  Amend- 
ment to  Answer,  dated  November  10,  1949 ; 

(9)  Affidavit  of  Martin  A.  Clemens  and  two  sup- 
plemental Affidavits  of  Martin  A.  Clemens ; 

(10)  Affidavit  of  Eugene  M.  Elson ; 

(11)  Findings  of  Fact  and  Conclusions  of  Law 
of  Judge  Westover  denying  plaintiff's  prayer  for  a 
Preliminary  Injunction ; 

(12)  Supplemental  Affidavit  of  Robert  S.  Roe, 
subject  to  any  objections  as  to  relevancy  and  ma- 
teriality ; 

(13)  Affidavit  of  Albert  H.  Wells,  subject  to  any 
objections  as  to  relevancy  and  materiality; 

(14)  Affidavit  of  Walter  F.  McRae,  subject  to 
any  objections  as  to  relevancy  and  materiality; 

(15)  The  Information  filed  by  the  Government 
in  United  States  v.  El-0-Pathic  Pharmacy  and  Mar- 
tin A.  Clemens,  No.  20596-Criminal  (S.D.  Calif.)  ; 

(16)  The  complete  transcript  of  proceedings  in 
the  case  described  in  paragraph  (15),  including  ex- 
hibits, shall  be  considered  part  of  the  record  of  this 
case  subject  to  any  objections  as  to  its  relevancy  and 
materiality ; 
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(17)     Stipulation  and  Order  filed  January  17, 
1950,  continuing  the  trial  in  this  cause  for  one  week. 

ERNEST  A.  TOLIN, 

United  States  Attorney. 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney, 
Chief  of  Civil  Division. 

/s/  TOBIAS  G.  KLINGER, 

Assistant  U.  S.  Attorney, 
Attorneys  for  Plaintiff. 

HOWLETT  and  ELSON, 
By  /s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 

[Endorsed]  :   Filed  January  31,  1950.  [151] 


At  a  stated  term,  to  wit:  The  September  Term, 
A.D.  1949,  of  the  District  Court  of  the  United  States 
of  America,  within  and  for  the  Central  Division  of 
the  Southern  District  of  California,  held  at  the 
Court  Room  thereof,  in  the  City  of  Los  Angeles  on 
Tuesday,  the  31st  day  of  January  in  the  year  of  our 
Lord  one  thousand  nine  hundred  and  fifty.  „ 

Present :  The  Honorable  Charles  C.  Cavanah, 

District  Judge.  > 

[Title  of  Cause  No.  10266-HW-Civil]  \ 

and 

[Title  of  Cause  No.  10391-HW-Civil]  | 

ORDER  CAUSES  CONSOLIDATED 
These  consolidated  causes  coming  on  for  trial : 
Geo.  E.  Danielson,  Ass't.  U.  S.  Att'y.,  appearing  as 
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counsel  for  Gov't.;  E.  M.  Elson,  Esq.,  appearing  as 
counsel  for  defendants ;  Attorney  Danielson  answers 
ready ;  and  Attorney  Elson  answers  ready  and  states 
that  the  causes  are  not  consolidated  for  trial. 

The  Court  orders  the  causes  consolidated  for  trial 
and  states  it  will  bear  in  mind  the  separate  conten- 
tions in  each  cause. 

Attorney  Danielson  make  opening  statement  and 
reads  stipulation  as  to  the  record  in  each  case,  and 
said  stipulation  is  filed  herein. 

Counsel  having  rested  upon  the  record  stipulated 
to  in  each  case.  Attorney  Danielson  argues  in  behalf 
of  plaintiff.  At  10 :55  a.m.  Court  recesses. 

At  11:10  a.m.  court  reconvenes  herein  and  all 
being  present  as  before,  including  counsel  for  both 
sides;  Attorney  Danielson  argues  further.  Attorney 
Elson  argues  for  defendants.  At  11:55  a.m.  court 
recesses.  [259] 

At  2  p.m.  court  reconvenes  herein  and  all  being 
present  as  before,  including  counsel  for  both  sides ; 
Attorney  Elson  argues  further  for  plaintiff  in  clos- 
ing. Attorney  Elson  argues  further.  Counsel  stipu- 
late to  furnish  transcript  and  the  Court  orders  cause 
stand  submitted. 

Supplemental  authorities  of  plaintiff  are 
filed.  [260] 
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At  a  stated  term,  to  wit:  The  September  Tenii, 
A.  D.  1949,  of  the  District  Coiu't  of  the  United 
States  of  America,  within  and  for  the  Central  Di- 
vision of  the  Southern  District  of  California,  held  at 
the  Court  Room  thereof,  in  the  City  of  Los  Angeles, 
on  Friday  the  3rd  day  of  February  in  the  year  of 
our  Lord  one  thousand  nine  hundred  and  fifty. 
Present:  The  Honorable  Charles  E.  Cavanah, 
District  Judge. 

[Title  of  Cause  No.  10266-HW-Civil] 

and 

[Title  of  Cause  No.  10391-HW-Civil] 

ORDER  CAUSES  REFERRED  FOR 
RE-ASSIGNMENT 

Geo.  E.  Danielson,  Ass't.  U.  S.  Att'y-,  appearing 
as  counsel  for  Gov't.,  and  Hallam  Mathews,  Esq., 
appearing  in  behalf  of  Eugene  M.  Elson,  Esq.,  attor- 
ney for  defendants,  now  come  before  the  Court  in 
Chambers,  whereupon  the  Court  states  that  after  the 
causes  were  finally  submitted,  the  Court  finds  itself 
disqualified  from  proceeding  further  in  these  con- 
solidated causes  and  orders  same  referred  to  Judge 
McCormick  for  re-assignment.  [261] 
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[Title  of  District  Court  and  Cause  No.  10,266-HW.] 

FINDINGS  OF  FACT  AND  CONCLUSIONS 
OF  LAW 

Plaintiff  having  filed  a  Complaint  praying  for  a 
temporary  restraining  order,  for  a  preliminary  in- 
junction, and  for  a  permanent  injunction;  and  the 
Court  having  granted  the  prayer  for  a  temporary 
restraining  order;  and  the  defendants  having  ap- 
peared and  answered ;  and  the  Court  having  denied 
the  prayer  for  a  preliminary  injunction;  and  the 
cause  having  come  on  for  trial  on  the  plaintiff's 
prayer  for  a  permanent  injunction;  and  this  cause 
having  been  consolidated  for  trial  with  U.  S.  vs. 
Hudson  Products  Co.,  et  al.,  No.  10-391-HW  Civil; 
and  the  parties  having  offered  documentary  evi- 
dence by  stipulation;  the  Court  now  makes  the  fol- 
lowing Findings  of  Fact  and  Conclusions  of  Law  as 
required  by  Rule  52(a)  of  the  Federal  Rules  of 
Civil  Procedure: 

Findings  of  Fact 

(1)  Defendant  El-0-Pathic  Pharmacy,  a  cor- 
poration, was  dissolved  on  September  7,  1949,  and 
is  no  longer  in  existence. 

(2)  Defendant  Vita  Pharmacals,  Inc.,  is  a  cor- 
poration organized  under  [152]  the  laws  of  Califor- 
nia. It  has  its  principal  place  of  business  at  1109l^ 
No.  Western  Avenue,  Hollywood,  California.  It  has 
purchased  all  of  the  assets  and  liabilities  of  said 
El-0-Pathic  Pharmacy. 
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(3)  Defendant  Martin  A.  Clemens  is  the  general 
manager  of  defendant  Vita  Pharmacals,  Inc.,  and  is 
primarily  responsible  for  the  policies  and  activities 
of  said  corporation. 

(4)  For  some  years,  defendant  Martin  A.  Clem- 
ens has  been  engaged  in  the  interstate  and  intra- 
state distribution  of  male  and  female  hormone 
drugs,  conducting  such  business  at  first  in  his  own 
name  and  then  as  general  manager  of  corporations 
such  as  El-0-Pathic  Pharmacy  and  Vita  Pharma- 
cals, Inc. 

(5)  Defendant  Clemens  and  defendant  El-0- 
Pathic  Pharmacy  were  convicted  in  this  Court  on 
July  13,  1949,  in  Docket  No.  20596-Criminal,  of  vio- 
lating the  Federal  Food,  Drug,  and  Cosmetic  Act  by 
reason  of  their  distribution  of  misbranded  male  and 
female  hormone  drugs. 

(6)  There  is  no  evidence  that  defendants  have 
continued  the  distribution  of  female  hormone  drugs 
since  July  13,  1949. 

(7)  Subsequent  to  July  13,  1949,  defendants 
Clemens  and  Vita  Pharmacals,  Inc.,  have  changed 
the  labeling  of  the  male  hormone  drugs  which  they 
distribute.  They  will  probably  continue  the  inter- 
state and  intrastate  distribution  of  said  drugs  as 
presently  labeled  on  a  large  scale  unless  restrained 
from  so  doing  by  this  Court. 

(8)  Four  of  the  male  hormone  drugs  which  de- 
fendants sell  over-the-counter  and  on  mail  order 
consist  of: 
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(a)  Methyl  testosterone   tablets    (10   milli- 
grams) 

(b)  Methyl  testosterone  tablets    (25  milli- 
grams) 

(c)  Methyl  testosterone  linguets    (5  milli- 
grams) 

(d)  Methyl  testosterone  linguets  (10  milli- 
grams) 

These  drugs  are  sold  in  quantities  ranging  from  50 
tablets  per  package  to  1000  tablets  per  package. 

(9)  Said  drugs  are  manufactured  by  Ciba  Phar- 
maceutical Products,  Inc.,  Summit,  New  Jersey ;  by 
Roche-Organon,  Inc.,  Nutle}^  New  Jersey;  and  by 
Schering  Corporation,  Bloomfield,  New  Jersey.  Said 
drugs  are  shipped  interstate  by  the  [153]  manufac- 
turers to  defendant  Vita  Pharmacals,  Inc. 

(10)  During  the  interstate  movement  of  said 
drugs  from  said  manufacturers  to  said  defendant 
Vita  Pharmacals,  Inc.,  the  labeling  of  each  of  said 
drugs  bears  the  legend:  '^Caution:  To  be  dispensed 
only  by  or  on  prescription  of  a  physician. ' ' 

(11)  Defendants  Clemens  and  Vita  Pharmacals, 
Inc.,  however,  do  not  require  a  physician's  prescrip- 
tion in  their  resale  of  said  drugs. 

(12)  Defendants  Clemens  and  Vita  Pharmacals, 
Inc.,  repackage  and  relabel  said  drugs  after  receiv- 
ing them  from  the  manufacturers.  The  labels  which 
said  defendants  use  are  those  which  comprise  Ex- 
hibit B  of  the  Affidavit  of  Martin  A.  Clemens. 
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(13)  Defendants  Clemens  and  Vita  Pliarmacals, 
Inc.,  also  ship  interstate  on  mail  order  a  male  hor- 
mone drug  consisting  of  methyl  testosterone  com- 
bined with  Vitamin  B-1  in  linguet  form.  Said  drug 
is  labeled  as  set  forth  in  Paragraph  13(a)  of  the 
Amendment  to  Complaint  for  Injunction. 

(14)  The  labeling  of  each  of  the  male  hormone 
drugs  which  said  defendants  distribute  uses  the  word 
''physician"  four  times  in  such  phrases  as  "under 
supervision  of  a  physician."  Said  labeling  includes 
a  statement  that  a  physician  should  be  consulted 
before  taking  testosterone. 

(15)  The  labeling  of  each  of  said  drugs  contains 
adequate  directions  for  use. 

(16)  The  labeling  of  each  of  said  drugs  contains 
adequate  warnings. 

(17)  There  is  medical  opinion  on  both  sides  as 
to  whether  there  are  ill  effects  from  taking  said 
drugs. 

(18)  Said  drugs  are  not  dangerous  to  health 
when  taken  as  directed  in  the  labeling. 

(19)  The  plaintiff  has  not  sustained  its  burden 
of  proof  with  respect  to  its  allegations  in  issue. 

(20)  The  plaintiff  has  not  established  that  a  5 
milligram  linguet  of  methyl  testosterone  taken  once 
daily  is  ineffective  in  the  treatment  of  male  hor- 
mone deficiency.  [154] 
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Conclusions  of  Law 

(1)  This  Court  has  jurisdiction  over  the  subject 
matter  of  this  cause  and  the  parties  thereto. 

(2)  The  Complaint,  as  amended,  is  dismissed  as 
to  defendant  El-0-Pathic  Pharmacy,  a  corporation, 
since  said  defendant  has  been  dissolved  and  is  no 
longer  in  existence. 

(3)  The  male  hormone  drugs  distributed  by 
defendants  Martin  A.  Clemens  and  Vita  Pharmacals, 
Inc.,  are  not  misbranded  within  the  meaning  of  21 
U.S.C.  352(f)(1)  since  the  suggestion  in  the  label- 
ing of  said  drugs  that  they  be  taken  in  consultation 
with  a  physician  constitutes  adequate  directions  for 
use. 

(4)  The  male  hormone  drugs  distributed  by  said 
defendants  are  not  misbranded  within  the  meaning 
of  21  U.S.C.  352(f)(2)  since  the  suggestion  in  the 
labeling  of  said  drugs  that  they  be  taken  in  consul- 
tation with  a  physician  constitutes  adequate  warn- 
ing against  use  in  those  pathological  conditions 
where  their  use  may  be  dangerous  to  health. 

(5)  The  male  hormone  drugs  distributed  by  said 
defendants  are  not  misbranded  within  the  meaning 
of  21  U.S.C.  352 (j)  since  said  drugs  are  not  danger- 
ous to  health  when  used  in  the  dosage  and  with  the 
frequency  and  duration  recommended  in  the  label- 
ing if  the  drugs  are  taken  as  suggested  in  the  label- 
ing, namely,  in  consultation  with  a  physician. 

(6)  The  male  hormone  drugs  [the  5  milligram 
methyl  testosterone  linguets,  and  the  combination 
methyl  testosterone  and  Vitamin  B-1  linguets]  dis- 
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tributed  by  said  defendants  are  not  misbranded 
within  the  meaning  of  21  U.S.C.  352(a)  since  it  has 
not  been  established  that  the  daily  intake  of  5  milli- 
grams of  methyl  testosterone  in  linguet  form  is 
ineffective  in  the  treatment  of  male  hormone  de- 
ficiency. 

(7)     The  plaintiff's  prayer  for  a  permanent  in- 
junction is  denied. 

Dated:    May  22nd,  1950. 

/s/  HARRY  C.  WESTOVER, 

United  States  District  Judge. 

Affidavit  of  Service  by  Mail  Attached. 

[Endorsed]:    Filed  May  22,  1950.  [155] 


In  the  United  States  District  Court,  in  and  for  the 
Southern  District  of  California,  Central  Division 

No.  10,266-HW  Civil 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 

vs. 

EL-0-PATHIC  PHARMACY,  a  Corporation, 
MARTIN  A.  CLEMENS,  an  Individual,  and 
VITA  PHARMACALS,  INC,  a  Corporation, 

Defendants. 

JUDGMENT 
Plaintiff  having  filed  a  Complaint  praying  for  a 
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temporary  restraining  order,  for  a  preliminary  in- 
junction, and  for  a  permanent  injunction;  and  the 
Court  having  granted  the  prayer  for  a  temporary 
restraining  order;  and  the  defendants  having  ap- 
peared and  answered;  and  the  Court  having  denied 
the  prayer  for  a  preliminary  injunction;  and  the 
cause  having  come  on  for  trial  on  the  plaintiff's 
prayer  for  a  permanent  injunction;  and  this  cause 
having  been  consolidated  for  trial  with  United 
States  V.  Hudson  Products  Co.,  et  al..  No. 
10,391-HW  Civil;  and  the  parties  having  offered 
documentary  evidence  by  stipulation;  and  the 
Court  having  filed  Findings  of  Fact  and  Conclu- 
sions of  Law  as  required  by  Rule  52(a)  of  the 
Federal  Rules  of  Civil  Procedure ; 

It  Is  Therefore  Ordered,  Adjudged,  and  De- 
creed that  the  plaintiff's  prayer  for  a  permanent 
injunction  be,  and  is  hereby  denied,  and  that  the 
Complaint  for  Injunction  be,  and  is  hereby,  dis- 
missed. 

Dated:     May  22,  1950. 

/s/  HARRY  C.  WESTOVER, 

U.  S.  District  Court  Judge. 

Judgment  entered  May  22, 1950. 
[Endorsed] :     Filed  May  22, 1950.  [157] 
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In    the    United    States    District    Court,    for    the 
Southern  District  of  California,  Central  Division 

Civil  Action  No.  10391-PH 

UNITED  STATES  OP  AMERICA, 

Plaintiff, 

vs. 

HUDSON  PRODUCTS  COMPANY,  a  Corpora- 
tion, and  Its  Subsidiary  Firm  Doing  Business 
Under  the  Fictitious  Name  and  Style,  MAY- 
WOOD  PHARMACAL  COMPANY,  and 
ALLEN  H.  PARKINSON,  an  Individual, 

Defendants. 

COMPLAINT  FOR  INJUNCTION 

[21  U.S.C.  332(a),  331(a),  352(a), 
352(f)(1)  and  (2)] 

United  States  of  America,  plaintiff  herein,  by 
and  through  James  M.  Carter,  United  States  At- 
torney for  the  Southern  District  of  California, 
Central  Division,  respectfully  represents  to  this 
Honorable  Court  as  follows : 

1.  This  proceeding  is  brought  under  section 
302(a)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  [21  U.S.C.  332(a)],  hereinafter  referred  to  as 
the  "Act,"  specifically  vesting  jurisdiction  in  the 
several  United  States  District  Courts  to  restrain 
violations  of  section  301  of  said  Act  [21  U.S.C.  331] 
as  hereinafter  appears  more  fully. 
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2.  The  defendant,  Hudson  Products  Company, 
is  a  corporation  having  its  principal  place  of  busi- 
ness at  1067  E.  Anaheim  Street,  Long  Beach,  Cali- 
fornia. The  Hudson  Products  Companj^  also  trades 
under  the  fictitious  name  and  style  of  Maywood 
Pharmacal  Company,  6912  Hollywood  Boulevard, 
Hollywood,  California ;  all  [158]  mail  orders  received 
by  the  Maywood  Pharmacal  Company  are  filled  and 
mailed  by  Hudson  Products  Company.  The  defend- 
ant, Allen  H.  Parkinson,  who  resides  in  the  County 
of  Los  Angeles,  State  of  California,  within  the 
jurisdiction  of  this  Honorable  Court,  is  the  presi- 
dent of  said  Hudson  Products  Company  and  is 
primarily  responsible  for  the  policies  and  activities 
of  the  firm. 

3.  Said  Hudson  Products  Company,  Maywood 
Pharmacal  Company,  and  Allen  H.  Parkinson,  are 
distributors  of  certain  male  and  female  hormone 
drugs;  the  male  hormone  drugs  consist  of  methyl 
testosterone  tablets  (10  milligrams),  methyl  testos- 
terone linguets  (5  milligrams),  methyl  testosterone 
linguets  combined  with  a  small  amount  of  vitamin 
B-1  (daily  dosage  of  testosterone  when  taken  as  di- 
rected being  5  milligrams)  ;  the  female  hormone 
drugs  consist  of  tablets  containing  0.1  milligram 
alpha-estradiol. 

4.  In  newspaper  and  magazine  advertising,  de- 
fendants represent  and  suggest  that  male  hormones 
are  efficacious  for  the  treatment  of  alleged  symj)- 
toms  of  middle  age  such  as  nervousness,  tiredness, 
and  uncertainty  about  the  future ;  that  the  adminis- 
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tration  of  male  hormones  causes  the  years  after  40 
to  be  the  best  time  of  a  man's  life;  and  that  the 
administration  of  male  hormones  is  effective  in 
overcoming  sexual  impotence  and  in  causing  sexual 
rejuvenation. 

5.  Said  defendants  are  also  circularizing  former 
customers,  offering  a  revised  formula  containing 
methyl  testosterone  with  vitamin  B-1  in  linguet 
form.  Said  defendants  are  also  circularizing  drug- 
gists in  the  State  of  California  and  other  states 
offering  Hudson  Hormones  on  a  wholesale  basis. 
The  circular  describes  the  products  offered  as 
methyl  testosterone  tablets,  both  with  and  without 
vitamin  B-1;  it  states  that  the  Hudson  Products 
Company,  Inc.,  is  launching  an  intensive  national 
advertising  campaign,  telling  every  man  and 
woman  they  can  buy  Hudson  Hormones  at  their 
favorite  drug  store;  it  further  states  that  these 
drugs  are  to  be  sold  ''over-the-counter" — e.g.,  with- j 
out  a  physician's  prescription. 

6.  The  methyl  testosterone  linguets  are  offered 
for  sale  and  shipped  in  interstate  commerce  under 
the  following  labeling :  [159] 

Copy  of  Carton  Label 

[Front  and  Rear  Panel  Identical] 

30  5  mg.  each 

Hudson  Hormone  Tablets  for  Men 

Each  tablet  contains  5  mg.  Methyl  Testosterone. 
(For  absorption  under  the  tongue  or  inside  the 
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cheek.)  F,or  use  when  Methyl  Testosterone  is  in- 
dicated for  relief  of  symptoms  of  Male  Hormone 
deficiency. 

Hudson  Products  Co. 
Long  Beach  5,  Calif. 

5  Mg.  Regular  Strength 

[Side  Panels — identical] 

Hudson  Hormone  Tablets 

This  is  a  new  and  more  effective  male  hormone 
tablet.  It  is  not  swallowed,  but  is  held  in  the  mouth 
between  the  teeth  and  the  cheek  until  the  hormone 
is  completely  absorbed  by  the  cheek  tissues  and 
goes  directly  into  the  blood  stream.  This  method 
by-passes  the  liver,  where  any  hormone  that  is 
taken  orally  is  partially  deactivated.  This  tablet  is 
specially  made  to  dissolve  slowly  (about  30 
minutes). 

Notice :  This  new  tablet  is  2  to  3  times  more  effec- 
tive than  hormone  tablets  that  are  taken  orally. 
Copy  of  Bottle  Label 

[Side  Panel] 
Notice:  It  is  impossible  for  a  layman  to  determine 
whether  he  has  a  male  hormone  deficiency,  as  simi- 
lar symptoms  may  be  caused  by  other  conditions. 
Therefore,  before  taking  testosterone  a  physician 
Ishould  be  consulted,  [160]  since  testosterone  will 
inot  aid  or  relieve  symptoms  not  associated  with 
imale  hormone  deficiency. 

jSuggested  Dosage:  One  tablet  daily  shortly  before 
'(retiring.    Tablets  should  be  held  between  gum  and 
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cheek,  or  under  tongue,  and  allowed  to  dissolve 
slowly  so  that  hormone  is  absorbed  by  mouth  tis- 
sues (saliva  may  be  swallowed  while  tablet  is  in 
mouth,  but  do  not  swallow  tablet).  The  mainte- 
nance dosage  can  be  extended  from  3  to  6  months, 
under  supervision  of  a  physician. 

[Front  Panel] 
30  Tablets  5  mg.  each 

Hudson  Hormones  for  Men  5  mg. 

Regular  Strength  Methyl  Testosterone 

Hudson  Products  Co. 

Long  Beach  5,  California 

Distributors 

[Side  Panel] 

Directions :  For  use  by  adult  males  mildly  deficient 
in  male  hormone  when  small  dosages  of  male  hor- 
mone are  prescribed  or  recommended  by  a  phy- 
sician for  palliative  relief  of  such  symptoms. 
Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or  uri- 
nary retention  probably  due  to  carcinoma  of  the 
prostate  or  by  anyone  with  cardiovascular  disease, 
defects  of  spermatogenesis,  sterility  whether  abso- 
lute or  partial,  [161]  or  debilitation  due  to  disease. 
Caution  should  be  exercised  when  taking  hormones 
for  long  periods  since  they  have  been  reported  as 
inhibiting  spermatogenesis.  Take  only  as  directed. 
Children  and  young  adults  must  not  use  except 
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under  constant  direct  supervision  of  a  physician. 
7.  The  defendants  also  offer  for  sale  and  ship  in 
interstate  commerce  linguets  containing  methyl  tes- 
tosterone and  vitamin  B-1  under  the  following  label- 
ing: 

Copy  of  Carton  Label 

[Front  Panel] 

30  Tablets 

Male  Hormone  (Methyl  Testosterone) 
Combined  With  Vitamin  B-1 

o 

Open 

Here 

• 

Directions:  For  use  when  Methyl  Testosterone  is 
indicated  for  palliative  relief  of  symptoms  of  male 
hormone  deficiency  by  those  males  mildly  deficient 
in  male  hormone  and  where  small  dosages  of  hor- 
mone are  indicated.  Daily  recommended  intake  of 
one  light  and  one  dark  (higher  potency)  tablet 
provides  5  milligrams  of  Methyl  Testosterone  and 
3  milligrams  of  Vitamin  B-1  (Thiamin  Hydro- 
chloride) in  a  specially  prepared  base  for  sublingual 
use.  See  instructions  on  back.  [162] 

Maywood  Pharmacal  Company 

[Back  Panel] 

Double- Your-Money-Back  Agreement 

If  you  use  Mayw^ood  Hormones  as  directed  and  are 
not  fully  satisfied  with  the  results  you  have  ob- 
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tained,  return  the  box  and  the  unused  tablets  to 
Maywood  Pharmacal  Company  and  we  will  cheer- 
fully refund  double  your  money. 
Suggested  Dosage:  One  light  tablet  upon  arising 
before  breakfast,  and  one  dark  tablet  shortly  before 
retiring.  Tablets  should  be  held  between  gum  and 
cheek,  or  under  tongue,  and  allowed  to  dissolve 
slowly,  so  that  hormone  is  absorbed  by  mouth 
tissues  (saliva  may  be  swallowed  while  tablet  is  in 
mouth,  but  do  not  swallow  tablet).  The  mainte- 
nance dosages  can  be  extended  from  3  to  6  months, 
under  supervision  of  a  physician. 
Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carminoma  of  the  prostate,  or  uri- 
nary retention  possibly  due  to  carcinoma  of  the 
prostate,  or  by  anyone  with  cardio-vascular  disease, 
or  debilitation  due  to  disease.  Take  only  as  di- 
rected. Adolescents  must  not  use  except  under  con- 
stant direct  supervision  of  a  physician. 

[Top  Panel] 

The  hormones  in  this  package  are  of  j^urest  labora- 
tory-controlled potency.  Maywood  Hormones  may 
be  obtained  in  30,  60  and  180-tablet  packages. 

Distributed  by 

Maywood  Pharmacal  Company 

6912  Hollywood  Blvd.,  Hollywood  28,  Calif. 
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[Bottom  Panel] 

Methyl  Testosterone  combined  with  Vitamin  B-1 
Maywood  Pharmacal  Company 

Copy  of  Label  Wrapped  Around 

Pasteboard  Carton 

[Front  Panel] 
30  Tablets 

Male  Hormone  (Methyl  Testosterone) 
Combined  With  Vitamin  B-1 

o 

Open 
Here 

o 

Directions:  Por  use  by  adult  males  mildly  de- 
ficient in  male  hormone  when  small  dosages  of  male 
hormone  are  prescribed  or  recommended  by  a  phy- 
sician for  palliative  relief  of  such  symptoms. 
Daily  recommended  intake  of  one  light  and  one 
dark  (higher  potency)  tablet  provides  5  milligrams 
of  Methyl  Testosterone  and  3  milligrams  of  Vita- 
min B-1  (Thiamin  Hydrochloride)  in  a  specially 
prepared  base  for  sublingual  use.  See  instructions 
on  back. 

Maywood  Pharmacal  Company 

[Side  Panel] 

Pull  out  cellophane  tape  and  tear  off  individual 
"Packet-Pak"  at  perforation.  Each  packet  con- 
tains average  daily  dose  of  one  light  (morning) 
and  one  dark  (evening)  tablet.   Tear  off  corner  of 
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packet  to  extract  morning  tablet,  then  cellophane 
can  be  folded  to  protect  evening  tablet  until  taken. 

[Rear  Panel] 

Suggested  Dosage: 

One  light  tablet  upon  arising  before  breakfast,  and 
one  dark  tablet  shortly  before  retiring.  Tablets 
should  be  held  between  gum  and  cheek,  or  under 
tongue,  and  allowed  to  dissolve  slowly,  so  that  hor- 
mone is  absorbed  by  mouth  tissues  (saliva  may  be 
swallowed  while  tablet  is  in  mouth,  but  do  not 
swallow  tablet).  The  maintenance  dosage  can  be 
extended  from  3  to  6  months,  under  supervision  of 
a  physician. 

Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or  uri- 
nary retention  probably  due  to  carcinoma  of  the 
prostate  or  by  anyone  with  cardiovascular  disease, 
defects  of  spermatogenesis,  sterility  whether  abso- 
lute or  partial,  or  debilitation  due  to  disease.  Cau- 
tion should  be  exercised  when  taking  hormones  for 
long  periods  since  they  have  been  reported  as  in- 
hibiting spermatogenesis.  Take  only  as  directed. 
Children  and  young  adults  must  not  use  except 
under  constant  direct  supervision  of  a  physician. 

[Side  Panel] 

It  is  impossible  for  a  layman  to  determine  whether 
he  has  a  male  hormone  deficiency,  as  similar  symp- 
toms may  be  caused  by  other  conditions.  Therefore, 
before  taking  testosterone  a  physician  should  be 
consulted,  since  testosterone  will  not  aid  or  relieve 


El-O-Pathic  Pharmacy,  et  al.,  etc.  171 

symptoms  not  associated  with  male  hormone   de- 
ficiency. [165] 

8.  Defendants  violate  section  301(a)  of  the  Act 
[21  U.S.C.  331(a)]  by  causing  the  introduction  into 
interstate  commerce  of  methyl  testosterone  linguets, 
labeled  as  described  in  paragraphs  6  and  7,  which 
are  misbranded  in  the  following  respects : 

(a)  Within  the  meaning  of  section  502(a) 
of  the  Act  [21  U.S.C.  352(a)]  in  that  the  label- 
ing is  false  and  misleading,  since  it  represents 
and  suggests  that  the  suggested  daily  dosage  is 
efficacious  for  use  in  the  treatment  of  male  hor- 
mone deficiency,  whereas  the  suggested  daily 
dosage  would  be  entirely  ineffective  for  that 
purpose ; 

(b)  Within  the  meaning  of  section  502(f) 

(1)  of  the  Act  [21  U.S.C.  352  (f)(1)]  in  that 
the  labeling  of  said  linguets  fails  to  bear  ade- 
quate directions  for  use  in  all  conditions  for 
which  said  linguets  are  prescribed,  recom- 
mended, and  suggested  in  their  labeling  and 
their  advertising  matter  disseminated  and 
sponsored  by  the  defendants ; 

(c)  Within  the  meaning  of  section  502(f) 

(2)  of  the  Act  [21  U.S.C.  352  (f)(2)]  in  that 
the  labeling  of  said  linguets  fails  to  bear  ade- 
quate warnings  against  use  in  those  patho- 
logical conditions  where  its  use  may  be 
dangerous  to  health,  in  such  manner  and  form 
as  are  necessary  for  the  protection  of  the  user, 
since  the  technical  medical  terminology  in 
which  the  cautionary  statement  on  the  labeling 
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is  couched  is  inadequate  to  warn  the  ordinary 
lay  user  that  its  use  may  accelerate  the  malig- 
nant growth  of  cancer  of  the  prostate  gland 
or  may  cause  sterility. 

9.  With  respect  to  the  methyl  testosterone  tab- 
lets, it  is  likely  that  the  defendants  will  cause  the 
same  violation  of  section  301(a)  of  the  Act  [21 
U.S.C.  331(a)]  as  they  are  causing  with  respect 
to  the  methyl  testosterone  linguets,  (as  described 
in  paragraph  8(a),  (b),  and  (c)  above),  since  the 
defendants  have  in  the  past  sold  these  products 
freely  in  interstate  commerce,  without  a  physician's 
prescription,  and  without  adequate  warnings.  [166] 

10.  With  respect  to  the  alpha-estradiol  prepara- 
tions, it  is  likely  that  the  defendants  will  cause  the 
same  or  similar  violations  of  section  301(a)  of  the 
Act  [21  U.S.C.  331(a)]  as  they  are  causing  with 
respect  to  the  methyl  testosterone  linguets  (as  de- 
scribed in  paragraphs  8(a),  (b),  and  (c)  above), 
since  the  unrestricted  use  of  alpha-estradiol 
preparations  by  women  may  accelerate  the  malig- 
nant growth  of  cancer  of  the  breast,  cervix,  and 
uterus,  and  may  cause  injury  to  the  female  genera- 
tive system;  and  since  the  defendants  have  in  the 
past  sold  these  products  freely,  without  a  phy- 
sician's prescription,  and  without  adequate  warn- 
ings. 

11.  In  the  case  of  the  United  States  v.  Allen  H. 
Parkinson,  an  individual  trading  as  Hudson  Prod- 
ucts Company,  No.  20642-Criminal,  this  Court  on 
July  13,  1949,  convicted  Allen  H.  Parkinson,  an 
individual,  trading  as  Hudson  Products  Company, 
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for  the  distribution  of  misl)randed  male  and  fe- 
male hormones  in  violation  of  the  Act.  The  hor- 
mones there  involved  included  methyl  testosterone 
tablets  and  alpha-estradiol  tablets.  In  announcing 
judgment,  the  Court  stated  it  was  convinced  beyond 
a  reasonable  doubt  that  these  hormone  preparations 
constituted  not  merely  a  potential  danger  but  also 
an  actual  danger  to  health  when  used  indiscrimi- 
nately by  the  lay  person.  The  Court  also  stated  that 
the  therapeutic  claims  which  the  defendant  made 
for  these  products  far  exceeded  the  benefits  that 
could  be  derived  from  them. 

12.  In  less  than  a  month  after  the  aforesaid 
conviction,  the  defendants  embarked  upon  a  wide- 
spread promotion  of  the  methyl  testosterone-con- 
taining products  in  essentially  the  same  misbranded 
condition  as  were  the  products  involved  in  the 
criminal  prosecution.  The  revised  labelings  and 
the  marketing  of  methyl  testosterone  linguets  in 
combination  with  vitamin  B-1  for  practical  purposes 
constitute  a  continuation  of  the  business  declared 
illegal  by  this  Court  in  the  aforesaid  criminal 
prosecution. 

13.  The  plaintiff  is  informed  and  believes  that 
unless  restrained  by  the  Court  the  defendants  will 
continue  to  introduce  and  deliver  for  introduction 
into  interstate  commerce  the  said  articles  of  drug 
misbranded  in  the  manner  aforesaid. 

Wherefore,  plaintiff  prays:  [167] 

That  the  defendants,  Hudson  Products  Company, 
a  corporation,  its  subsidiary  firm  doing  business 
under  the  fictitious  name  and  style,  Maywood  Phar- 
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macal  Company,  and  Allen  H.  Parkinson,  and  each 
and  all  of  their  officers,  agents,  servants,  employees, 
and  attorneys,  and  all  persons  in  active  concert  or 
participation  with  any  of  them,  be  perpetually  en- 
joined from  directly  or  indirectly  causing  to  be 
introduced  or  delivered  for  introduction  into  inter- 
state commerce,  in  ^T.olation  of  section  301(a)  of 
the  Act  [U.S.C.  331(a)]  the  articles  of  drug,  here- 
ingbefore  described,  misbranded  within  the  mean- 
ing of  sections  502(a),  502(f)(1),  or  502(f)(2)  of 
the  Act  [21  U.S.C.  352(a),  352(f)(1),  or 
352(f)(2)]. 

That  an  Order  be  made  and  entered  directing  the 
defendants  to  show  cause  at  a  time  and  place  to  be 
designated  in  such  order  why  they  should  not  be 
enjoined  and  restrained  as  herein  prayed  dui'ing 
the  pendency  of  this  action;  that  upon  the  hearing 
of  said  order  to  show  cause,  a  Preliminary  Injunc- 
tion be  granted  restraining  the  defendants  as  herein 
prayed  during  the  pendency  of  this  action; 

That  the  plaintiff  be  given  judgment  for  its  costs 
herein  and  for  such  other  and  further  relief  as  to 
the  Court  may  seem  just  and  proper. 

JAMES  M.  CARTER, 

United  States  Attorney. 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney 
Chief,  Civil  Division. 

/s/  GEORGE  E.  DANIELSON, 
Assistant  U.  S.  Attorney. 

[Endorsed] :    Filed  September  29, 1949.  [168] 
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[Title  of  District  Court  and  Cause  No.  10391-PH.] 

ORDER  TO  SHOW  CAUSE 

Upon  the  Complaint  of  the  Plaintiff,  United 
States  of  America,  filed  in  the  above-entitled  case 
on  September  29,  1949,  and  good  cause  appearing 
therefor, 

It  Is  Hereby  Ordered  that  the  defendants,  Hud- 
son Products  Company,  Maywood  Pharmacal  Com- 
pany, and  Allen  H.  Parkinson,  be  and  appear  before 
this  Court  in  the  Courtroom  of  Judge  Peirson  M. 
Hall,  United  States  Post  Office  and  Courthouse 
Building,  312  North  Spring  Street,  Los  Angeles, 
California,  at  the  hour  of  2:00  p.m.,  on  the  24th 
day  of  October,  1949,  then  and  there  to  show  cause, 
if  any  there  be,  why  a  preliminary  injunction 
should  not  be  issued  enjoining  and  restraining  said 
defendants,  during  the  pendency  of  this  action, 
from  further  violations  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  as  prayed  in  said  Complaint. 

And  It  Is  Further  Ordered  that  the  service  of  a 
copy  of  this  Order  by  the  United  States  Marshal,  or 
one  of  his  deputies,  together  with  a  copy  of  the  said 
Complaint,  be  made  upon  each  of  the  said  defend- 
ants on  or  before  the  10th  day  of  October,  1949,  and 
that  the  same  shall  be  deemed  sufficient  service  of 
said  Order  and  Complaint. 

Dated :     September  29, 1949. 

/s/  PAUL  J.  McCORMICK, 

United  States  District  Judge. 

[Endorsed]:    Filed    September   29,   1949.    [170] 
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[Title  of  District  Court  and  Cause  No.  10391-PH 
Civil.] 

STIPULATION  REGARDING 
MEDICAL  AFFIDAVITS 

It  is  stipulated  by  and  between  the  plaintiff, 
United  States  of  America,  and  the  defendants, 
Hudson  Products  Company,  Maywood  Pharmacal 
Company,  and  Allen  H.  Parkinson,  through  their 
respective  counsel,  that  the  affidavits  of  Dr. 
Thienes,  Dr.  Belt,  and  Dr.  Macdonald,  heretofore 
filed  by  the  plaintiff  in  this  Court  in  the  case  of 
United  States  v.  El-0-Pathic  Pharmacy,  et  al..  No. 
10266-PII,  shall  be  deemed  also  to  have  been  filed 
in  the  instant  proceeding. 

A  certified  copy  of  each  of  said  affidavits  is 
attached  hereto. 

JAMES  M.  CARTER, 

United  States  Attorney, 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney 
Chief,  Civil  Division, 

/s/  GEORGE  E.  DANIELSON, 

Assistant  U.  S.  Attorney, 
Attorneys  for  Plaintiff. 

/s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 

[Endorsed] :     Filed  October  20, 1949.  [174] 
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[Title  of  District  Court  and  Cause  No.  10391-PH 
Civil.] 

AFFIDAVIT  OF  ROBERT  S.  ROE 

United  States  of  America, 
Southern  District  of  California — ss. 

Robert  S.  Roe,  being  first  duly  sworn,  deposes 
and  says  that  he  is  Chief,  Los  Angeles  District, 
Food  and  Drug  Administration,  Federal  Security 
Agency,  and  that  the  following  facts  are  derived 
from  his  personal  knowledge  and  from  the  official 
records  of  the  Food  and  Drug  Administration  in 
his  possession : 

(1)  On  July  13,  1949,  Allen  H.  Parkinson,  an 
individual,  trading  as  Hudson  Products  Company, 
Long  Beach,  California,  was  convicted  in  this  Court 
of  violating  the  Federal  Food,  Drug,  and  Cosmetic 
Act.  (No.  20652-Criminal.)  The  substance  of  the 
charges  upon  which  the  defendant  was  convicted 
was  the  indiscriminate  sale  of  dangerous  drugs  for 
lay  use,  together  with  the  making  of  extravagant 
therapeutic  claims  for  those  drugs.  The  drugs  in- 
volved in  that  case  were  male  and  female  sex  hor- 
mone preparations  including  methyl  testosterone 
tablets  and  alpha-estradiol  preparations. 

(2)  Defendant  Allen  H.  Parkinson  is  now  con- 
tinuing a  large  scale  business  in  male  and  female 
sex  hormones.  Mr.  Parkinson  is  the  President  of 
the  Hudson  Products  Company,  a  corporation  do- 
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ing  business  in  Long  Beach,  California,  and  is 
responsible  for  the  policies  and  activities  of  that 
company  as  well  as  of  the  Maywood  Pharmacal 
Company,  which  is  a  fictitious  name  under  [171] 
which  the  Hudson  Products  Company  does  some 
of  its  business.  The  practice  of  these  defendants 
has  been  to  promote  a  widespread  interstate  dis- 
tribution of  the  above-described  drugs  by  creating 
the  impression  through  labeling  and  newspaper  ad- 
vertising that  such  drugs  have  miraculous  powers 
of  sexual  rejuvenation  for  men  over  40,  and  that 
they  will  alleviate  disease  conditions  in  women 
caused  by  change  of  life.  In  selling  these  products 
direct  to  laymen  by  mail-order  purchases,  said  de- 
fendants do  not  require  a  physician's  prescription. 

(3)  The  current  methods  of  distribution 
adopted  by  the  defendants  with  respect  to  methyl 
testosterone  linguets  subsequent  to  the  conviction  of 
Allen  H.  Parkinson  are  as  described  in  paragraphs 
4,  5,  6,  and  7  of  the  Complaint  filed  in  the  instant 
case. 

(4)  Defendants  are  in  the  midst  of  unloading  a 
large  quantity  of  these  drugs  without  prescription, 
upon  the  public.   Defendants  are  thereby  now  cans- 
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ing  immediate  and  irreparable  injury,  loss,  and 
danger  to  the  public  for  the  reasons  stated  in  the 
affidavits  of  Dr.  Thienes,  Dr.  Belt,  and  Dr.  Mac- 
donald. 

/s/  ROBERT  S.  ROE, 

Chief,  Los  Angeles  District,  Food  and  Drug  Ad- 
ministration. 

Subscribed  and  sworn  to  before  me,  this  20th  day 
of  October,  1949. 

EDMUND  L.  SMITH, 
Clerk,  U.  S.  District  Court,  Southern  District  of 
California. 

By  /s/  WM.  A.  WHITE, 

Deputy. 

Affidavit  of  Service  by  Mail  Attached. 

[Endorsed] :    Filed  October  20, 1949.  [172] 
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ANSWER  OF  HUDSON  PRODUCTS  COM- 
PANY, A  CORPORATION;  HUDSON 
PRODUCTS  COMPANY,  A  CORPORA- 
TION DOING  BUSINESS  AS  MAYWOOD 
PHARMACAL  COMPANY,  AND  ALLEN  H. 
PARKINSON,  AN  INDIVIDUAL 

The  defendants,  Hudson  Products   Company,  a 
corporation ;  Hudson  Products  Company,  a  corpora- 
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tion  doing  business  under  the  fictitious  firm  name 
of  Maywood  Pharmacal  Company,  and  Allen  H. 
Parkinson,  an  individual,  by  way  of  Answer  to  the 
Complaint  for  Injunction  filed  herein  admit,  deny 
and  allege  as  follows: 

I. 

Answering  the  allegations  of  Paragraph  3  of 
said  Complaint  these  answering  defendants  admit 
that  Hudson  Products  Company,  a  corporation,  and 
Hudson  Products  Company,  a  corporation  doing 
business  under  the  fictitious  firm  name  of  Maywood 
Pharmacal  Company,  are  distributors  of  certain 
male  hormone  drugs ;  that  said  male  hormone  drugs 
consist  of  methyl  testosterone  linguets  [183]  con- 
taining 5-milligrams  of  methyl  testosterone  and 
methyl  testosterone  linguets  containing  5-milligrams 
of  methyl  testosterone  and  a  small  amount  of  Vita- 
min Bi.  These  answering  defendants  deny  gener- 
ally and  specifically  each  and  every  other  allegation 
contained  in  said  Paragraph,  and  in  this  connec- 
tion deny  that  said  defendants  or  any  of  them  have 
at  any  time  or  at  all  sold,  offered  for  sale  or  dis- 
tributed in  interstate  or  intrastate  commerce  any 
female  hormone  drugs  of  the  kind  and  character 
described  in  said  Paragraph  or  otherwise  since  on 
or  about  July  13,  1949;  and  deny  that  they,  or  any 
of  them,  intend  to  sell,  offer  for  sale  or  distribute 
female  hormone  drugs  of  the  kind  or  character 
described  in  said  Paragraph  in  interstate  or  intra- 
state commerce. 
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11. 

Deny  generally  and  specifically  each  and  every 
allegation  contained  in  Paragraph  4  of  said 
Complaint. 

III. 

Answering  the  allegations  of  Paragraph  5  of  said 
Complaint  defendants  admit  that  Hudson  Products 
Company,  a  corporation  doing  business  under  the 
fictitious     firm     name     of   Maywood     Pharmacal 
Company,   has   since   on   or   about  July   13,   1949, 
circularized  former  customers  of  Hudson  Products 
Company,  a  corporation,  offering  a  revised  formula 
containing  methyl  testosterone  with  Vitamin  Bi  in 
linguet  form.    Defendants  attach  hereto  and  incor- 
porate herein  by  reference  as  though  fully  set  forth 
one  of  said  circulars  and  mark  the  same  as  Exhibit 
"A"    hereto.      Defendants    admit    that    defendant 
Hudson  Products  Company,  a  corporation,  is  cir- 
cularizing  and   since   on   or  about   July   13,    1949, 
has  circularized  druggists  in  the  State  of  California 
and  other  states  offering  Hudson  hormones  on  a 
wholesale  basis.     Defendants  allege  that  said  last 
named  circulars,  among  other  things,  describe  the 
products  offered,  as  methyl  testosterone  tablets,  both 
with  and  without  Vitamin  Bi,  and  that  among  other 
things  said  circular  states  [184]  "Hudson  Products 
Company,  Inc.,  is  launching  an  intensive  national  ad- 
vertising campaign,  telling  every  man  and  woman 
they  can  buy  Hudson  Hormones  at  their  favorite 
drugstore";  and  that  said  circular,   among  other 
things,  states  that  "At  last,  the  first  Hormones  to 
be  labeled  for  over-the-counter  sale."    Defendants 
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attach  hereto  and  incorporate  herein  by  reference 
as  though  fully  set  forth,  one  of  last  named  circu- 
lars and  mark  the  same  as  Exhibit  "B"  hereto. 

Defendants  deny  generally  and  specifically  each 
and  every  other  allegation  contained  in  said  Para- 
graph 5,  except  insofar  as  the  same  is  expressly 
admitted  herein. 

IV. 

Answering  the  allegations  of  Paragraph  6  of  said 
Complaint  defendants  admit  that  Hudson  Products 
Company,  a  corporation,  did  until  on  or  about  Au- 
gust 26,  1949,  offer  for  sale  and  ship  in  interstate 
commerce  methyl  testosterone  tablets  for  sublingual 
use  labeled  on  the  carton  and  on  the  bottle  as 
alleged  in  Paragraph  6  of  said  Complaint.  On  or 
about  August  26,  1949,  defendant  Hudson  Products 
Company,  a  corporation,  in  lieu  of  the  labeling 
described  in  Paragraph  6  of  said  Complaint  com- 
posed a  new  package  with  the  same  labeling  de- 
scribed in  Paragraph  6  of  said  Complaint,  adding 
to  said  product  Vitamin  Bi,  and  that  said  product 
as  relabeled  has  since  said  date  been  offered  for 
sale  and  shipped  and  is  now  offered  for  sale  and 
shipped  in  interstate  commerce  by  Hudson  Prod- 
ucts Company,  a  corporation  doing  business  under 
the  fictitious  firm  name  of  Maywood  Pharmacal 
Company.  Said  carton  does  not  contain  a  bottle 
of  said  tablets  as  formerly  distributed,  but  contains 
cellophane  strips  containing  tablets  of  methyl  test- 
osterone combined  with  Vitamin  Bi.  A  true  and 
correct  copy  of  the  carton  label  so  used  by  Hudson 
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Products  Company,  a  corporation,  prior  to  August 
26,  1949,  is  attached  hereto,  incorporated  by  refer- 
ence herein  as  though  fully  set  forth  and  marked  Ex- 
hibit "C."  The  bottle  label  so  used  by  Hudson  Prod- 
ucts Company,  [185]  a  corporation,  prior  to  August 
26, 1949,  is  attached  hereto,  incorporated  by  reference 
herein  as  though  fully  set  forth  and  marked  Exhibit 
^'D."  The  label  used  by  Hudson  Products  Com- 
pany, a  corporation  doing  business  under  the  ficti- 
tious name  of  Maywood  Pharmacal  Company,  since 
August  26,  1949,  is  attached  hereto,  incorporated 
by  reference  herein  as  though  fully  set  forth  and 
marked  Exhibit  "E."  Except  as  otherwise  ex- 
pressly admitted  herein,  defendants  and  each  of 
them  deny  generally  and  specifically  each  and  every 
other  allegation  contained  in  said  Paragraph  6. 

V. 

Answering  the  allegations  of  Paragraph  7  of 
said  Complaint  defendants  admit  that  defendants 
Hudson  Products  Company,  a  corporation  doing 
business  under  the  fictitious  firm  name  of  Maywood 
Pharmacal  Company,  do  now  offer  for  sale  and 
ship  in  interstate  commerce  methyl  testosterone 
tablets  containing  Vitamin  Bi  for  sublingual  use, 
labeled  as  described  in  said  Paragraph  7.  Defend- 
ants allege  that  the  package  or  carton  in  which  said 
product  is  so  shipped,  together  with  the  labeling 
appearing  thereon  is  the  same  as  that  contained  on 
Exhibit  "E"  hereto.  Except  as  otherwise  expressly 
admitted  herein,  defendants  and  each  of  them  deny 
generally  and  specifically  each  and  every  other  alle- 
gation contained  in  said  Paragraph  7. 
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VI. 

Answering  the  allegations  of  Paragraph  8  of  said 
Complaint  defendants  and  each  of  them  deny  gen- 
erally and  specifically  each  and  every  allegation 
contained  therein. 

VII. 

Answering  the  allegations  of  Paragraph  9  of  said 
Complaint  defendants  and  each  of  them  deny  gen- 
erally and  specifically  each  and  every  allegation 
contained  therein. 

VIII. 

Answering  the  allegations  of  Paragraph  10  of 
said  [186]  Complaint  defendants  and  each  of  them 
deny  generally  and  specifically  each  and  every  alle- 
gation contained  in  said  Paragraph,  and  in  this 
connection  allege  that  defendants  have  not,  nor 
have  either  of  them,  since  on  or  about  July  13, 
1949,  sold,  offered  for  sale  or  shipped  in  interstate 
or  intrastate  commerce  any  of  the  female  hormone 
drugs  described  in  said  Paragraph  10,  or  any  of 
the  other  female  hormone  drugs;  and  that  said 
defendants  do  not  intend  to  sell,  offer  for  sale,  or 
ship  in  interstate  or  intrastate  commerce  any  female 
hormone  drugs  of  the  kind  or  character  described 
in  said  Paragraph. 

IX. 

Answering  the  allegations  of  Paragraph  11  of 
said  Complaint  these  answering  defendants  admit 
that  defendant  Allen  H.  Parkinson,  an  individual, 
was  convicted  in  the  above-entitled  Court  in  case 
No.  20642,  Criminal,  on  July  13, 1949,  of  distributing 
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in  interstate  commerce  male  and  female  hormones 
misbranded  in  the  Federal  Food,  Drug  and  Cos- 
metic Act.  Admit  that  the  hormones  involved  in 
said  action  included  methyl  testosterone  and  alpha- 
estradiol  tablets.  Deny  that  the  Court  in  said 
action  in  announcing  judgment  stated  the  matters 
and  things  alleged  in  Paragraph  11  of  the  Com- 
plaint in  this  action,  and  in  this  connection  allege 
that  said  Court  stated  in  announcing  judgment  as 
follows : 

''As  to  cases  20596,  20642  and  20608,  from 
the  evidence  and  the  weight  of  the  evidence  I 
am  convinced,  beyond  a  reasonable  doubt,  that 
the  indiscriminate  distribution  or  dispensation 
for  use  of  the  drugs  Testosterone,  Methyl-testos- 
terone, Non-Crystalline  Estrone  and  Alpha 
Estradiol  carried  not  only  a  potential  but  an 
actual  danger  of  injury  to  some  persons.  I  am 
also  convinced  from  the  evidence  that  these 
drugs  do  not,  other  than  within  a  [187]  re- 
stricted class  of  cases,  produce  many  or  any  of 
the  alleviatory  and  beneficial  effects  that  the 
labeling  given  them  by  the  defendants  indicate 
and  encourage  readers  to  believe  that  they  will 
generally  produce." 
That  said  Court  further  stated,  in  announcing 
judgment,  as  follows: 

"Now,  it  is  my  construction  of  those  pam- 
phlets, leaflets  and  circulars  enclosed  in  the 
packages,  by  which  delivery  of  sales  were 
made,  that  they  were  designed  to  create  a  belief 
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that  many  persons  are  deficient  in  their  natural 
testosterone  and  that  by  supplementing  it  with 
the  drug  called  under  various  names,  a  syn- 
thetic testosterone,  that  much  benefit  could  be 
derived  by  the  user.  I  do  not  mean  this  to 
convey  the  impression  that  I  think  the  defend- 
ants intended  any  fraud.  They  may,  so  far  as 
I  know,  have  been  acting  in  full  belief  of  the 
merits  of  the  drugs  for  the  purposes  they 
recommended  them. 

"I  don't  think  there  is  anything  further  that 
I  need  say  in  the  cases." 

X. 

Answering  the  allegations  of  Paragraph  12  of 
said  Complaint,  defendants  and  each  of  them  deny 
generally  and  specifically  each  and  every  allegation 
contained  therein. 

XI. 

Answering  the  allegations  of  Paragraph  13  of 
said  Complaint,  defendants  and  each  of  them  deny 
generally  and  specifically  each  and  every  allegation 
contained  therein. 

Wherefore,  defendants  and  each  of  them  pray 
that  plaintiff  [188]  take  nothing  by  its  action  and 
for  such  other  and  further  relief  as  may  be  proper. 

HOWLETT  AND  ELSON, 

By  /s/  EUGENE  M.  ELSON, 

Attorneys  for  Defendants. 
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Exhibit  A 

Maywood  Pharmacal  Company 

6912  Hollywood  Boulevard,  Hollywood  28, 

California 

Hormones  and  Vitamins,  Controlled  Purity, 
Insured  Safety 

Dear  Friend 

Everybody  seems  to  be  talking  about  hormones 
these  days. 

Since  the  male  hormone  was  discovered  a  few  short 
years  ago  there  has  been  a  flood  of  literature  on  the 
subject.  You've  probably  read  some  of  the  many 
magazine  and  newspaper  stories  or  the  best-selling 
book  on  the  male  hormone.  All  of  them  are  fasci- 
nating to  read,  and  much  of  what  they  say  is  true. 
The  truth  about  hormones  is  more  amazing  and  won- 
derful than  any  fiction. 

Many  people  would  rather  believe  rumors  than 
find  out  the  truth.  There  has  been  a  lot  of  loose 
gossip  about  hormones,  especially  the  male  hormone, 
and  we  hope  you  haven't  been  taken  in  by  false 
rumors  and  ill-informed  talk.  Any  new  medical  dis- 
covery that  offers  so  much  promise  to  mankind  is 
bound  to  be  the  subject  of  speculation  and  gossip. 

As  one  of  America's  leading  distributors  of  hor- 
mone products,  we  want  you  to  know  the  truth. 
We  don't  want  this  great  discovery  to  be  the  sub- 
ject of  snickers  or  back-room  talk.  We  want  the 
public  to  know  what  hormones  really  will  do,  and 
what  they  won't  do,  and  we  don't  want  anyone  to 
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feel  that  homiones  are  an  embarrassing  or  hush- 
liush  topic. 

You  can  find  out  the  truth  from  a  qualified  physi- 
cian who  has  kept  up  with  the  latest  developments  in 
hormone  research.  Then  you  can  order  a  supply  of 
hormones  and  give  them  a  fair  trial. 

The  newest  May^^ood  formula  combines  the  Male 
Hormone  with  Vitamin  B-1  in  tablets  which  are 
easy  and  pleasant  to  take.  They  are  available  in 
the  convenient  Pocket-Pak  in  30,  60  and  180-tablet 
sizes,  with  full  directions  for  use.  May  wood  Hor- 
mones are  of  strict  laboratory-controlled  potency, 
and  their  purity  and  safety  are  insured  ^^'ith  a  lead- 
ing American  insurance  company  for  $100,000. 

Because  we  want  you  to  find  out  for  yourself  what 
hormones  can  do,  Maywood  Homiones  are  sold  under 
an  unconditional  double-your-money-back  agreement 
which  is  printed  on  the  enclosed  order  form.  To 
order,  simply  fill  out  the  form  and  return  it  in  the 
enclosed  postage-paid  air-mail  envelope.  Your  order 
will  be  rushed  to  you  by  return  air  mail. 

Sincerely  yours, 

/s/  WALTER  WESTON, 

Maywood  Pharmacal  Company. 
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by  the  undersigned,  adulterated  or  mit- 
bronded  within  the  meaning  of  the  Federal 
Food,  Drug  at«d  Cosmetic  Act,  to  the  extent 
said  act  is  then  eHective  and  applicable, 
or  an  article  which  may  not,  under  the 
provisions  of  section  404  or  405  of  said  act, 
bo  then  infrodiKod  into  slate  commerce." 
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Exhibit  B — (Continued) 

Hudson  Products  Company 

Hormones  and  Vitamins 

1067  East  Anaheim  Street 
Long  Beach  13,  California 

Telephone :  Long  Beach  7-2585 

Dear  Sir 

Everybody's  talking  about  hormones  .  .  .  hor- 
mones mean  big  volume  and  new  profits  to  all 
druggists. 

What  are  you  doing  about  hormones  ? 

Hormones  are  the  hottest  thing  in  pharmaceuti- 
cals today — they'll  soon  be  bigger  than  vitamins 
ever  where.  There's  been  a  flood  of  publicity,  a 
best-selling  book,  dozens  of  national  magazine  ar- 
ticles, countless  newspaper  stories. 

Thousands  of  men  and  women  everywhere  are 
interested  in  hormones — need  hormones — want  hor- 
mones. They'll  buy  them  wherever  they  can  get 
them. 

Most  people  don't  know  where  to  get  them! 

That's  why  Hudson  Products  Co.,  Inc.,  is  launch- 
ing an  intensive  national  advertising  campaign, 
telling  every  man  and  woman  they  can  buy  Hudson 
Hormones  at  their  favorite  drugstore.  Twenty-five 
million  match  books  will  be  circulated  in  California 
alone  .  .  .  plus  newspaper  ads  and  tie-in  mats. 

Your  customers  will  be  looking  for  Hudson  Hor- 
mones with  added  Vitamin  B-1.  If  you  don't  stock 
them  they'll  look  somewhere  else. 
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Hudson  Hormones  sell  themselves  .  .  .  they're 
packaged  for  counter  display.  Put  them  out  in 
front  and  watch  'em  move. 

Hudson  Hormones  mean  big  money  to  you  .  .  . 
steady  repeat  sales  .  .  .  new  customers.  They're  a 
product  you  can  promote ! 

Don't  miss  these  hormone  profits  .  .  .  don't  wait 
for  your  competitors  to  beat  you  to  the  draw  .  .  . 
call  your  wholesaler  or  mail  the  enclosed  card. 

Yours  for  faster  profits, 

/s/  JOHN  HUDSON, 

HUDSON  PRODUCTS  CO., 
INC. 

Cable  Address: 

HUDPROCO 

Reference : 

Security-First  National 

Bank  of  Los  Angeles, 

Bixby  Knolls  Branch 

Laboratory  Controlled  Potency  -  Nationally  Known 
Nationally  Advertised 


19  ■{ 


® 


"I" .  «.»^««*4 


liil<litil  °jii-i!iJ  |"0 


fc.  : 


i  i  5  I  •  » 
'■J"  ^  *  i 


«  £■•  ' 


ta  ■  *  ■  5i?i5  ^-s';^^^s;■5i,|-. 


K^.HIBJT    'C" 


-1 


El-0-Pathic  Pharmacy,  et  al.,  etc,  191 

Exhibit  B — (Continued) 

Hudson  Products  Company 

Hormones  and  Vitamins 

1067  East  Anaheim  Street 
Long  Beach  13,  California 

Telephone :  Long  Beach  7-2585 

Dear  Sir 

Everybody's  talking  about  hormones  .  .  .  hor- 
mones mean  big  volume  and  new  profits  to  all 
druggists. 

What  are  you  doing  about  hormones  ? 

Hormones  are  the  hottest  thing  in  pharmaceuti- 
cals today — they'll  soon  be  bigger  than  vitamins 
ever  where.  There's  been  a  flood  of  publicity,  a 
best-selling  book,  dozens  of  national  magazine  ar- 
ticles, countless  newspaper  stories. 

Thousands  of  men  and  women  everywhere  are 
interested  in  hormones — need  hormones — want  hor- 
mones. They'll  buy  them  wherever  they  can  get 
them. 

Most  people  don't  know  where  to  get  them! 

That's  why  Hudson  Products  Co.,  Inc.,  is  launch- 
ing an  intensive  national  advertising  campaign, 
telling  every  man  and  woman  they  can  buy  Hudson 
Hormones  at  their  favorite  drugstore.  Twenty-five 
million  match  books  will  be  circulated  in  California 
alone  .  .  .  plus  newspaper  ads  and  tie-in  mats. 

Your  customers  will  be  looking  for  Hudson  Hor- 
mones with  added  Vitamin  B-1.  If  you  don't  stock 
them  they'll  look  somewhere  else. 
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Hudson  Hormones  sell  themselves  .  .  .  they're 
packaged  for  counter  display.  Put  them  out  in 
front  and  watch  'em  move. 

Hudson  Hormones  mean  big  money  to  you  .  .  . 
steady  repeat  sales  .  .  .  new  customers.  They're  a 
product  you  can  promote ! 

Don't  miss  these  hormone  profits  .  .  .  don't  wait 
for  your  competitors  to  beat  you  to  the  draw  .  .  . 
call  your  wholesaler  or  mail  the  enclosed  card. 

Yours  for  faster  profits, 

/s/  JOHN  HUDSON, 

HUDSON  PRODUCTS  CO., 
INC. 

Cable  Address: 

HUDPROCO 

Reference : 

Security-First  National 

Bank  of  Los  Angeles, 

Bixby  Knolls  Branch 

Laboratory  Controlled  Potency  -  Nationally  Known 
Nationally  Advertised 
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Exhibit  D 

[Center] 

[Box  Label] 
30  tablets  5  mg  each 

Hudson  Hormones  for  Men 

Regular  Strength  Methyl  Testosterone 

Hudson  Products  Co. 
Long  Beach  5,  California 

Distributors 

[Left  Side] 

Notice :  It  is  impossible  for  a  layman  to  determine 
whether  he  has  a  male  hormone  deficiency,  as  simi- 
lar sjrmptoms  may  be  caused  by  other  conditions. 
Therefore,  before  taking  testosterone  a  physician 
should  be  consulted,  since  testosterone  will  not  aid 
or  relieve  symptoms  not  associated  with  male  hor- 
mone deficiency. 

Suggested  Dosage :  One  tablet  daily  shortly  before 
retiring.  Tablets  should  be  held  between  gum  and 
cheek,  or  under  tongue,  and  allowed  to  dissolve 
slowly,  so  that  hormone  is  absorbed  by  mouth  tis- 
sues (saliva  may  be  swallowed  while  tablet  is  in 
mouth,  but  do  not  swallow  tablet).  The  mainte- 
nance dosage  can  be  extended  from  3  to  6  months, 
under  supervision  of  a  physician. 

[Right  Side] 

Directions :  For  use  by  adult  males  mildly  deficient 
in  male  hormone  when  small  dosages  of  male  hor- 
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mone  are  prescribed  or  recommended  by  a  phy- 
sician for  palliative  relief  of  such  symptoms. 

Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or  uri- 
nary retention  probably  due  to  carcinoma  of  (the 
prostate  or  by  anyone  with,  cardiovascular  disease, 
defects  of  spermatogenesis,  sterility  whether  abso- 
lute or  partial,  or  debiliation  due  to  disease.  Cau- 
tion should  be  exercised  when  taking  hormones  for 
long  periods  since  they  have  been  reported  as  in- 
hibiting spermatogenesis.  Take  only  as  directed. 
Children  and  young  adults  must  not  use  except  un- 
der constant  direct  supervision  of  a  physician. 


"  p 


Duly  verified. 

Jtodorsed] :  Filed  November  3,   1949, 
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[Title  of  District  Court  and  Cause  No.  10391-PH.] 

AFFIDAVIT  OF  ALLEN  H.  PAEKINSON 

State  of  California, 
County  of  Los  Angeles — ss. 

Allen  H.  Parkinson,  being  duly  sworn,  deposes 
and  says: 

That  he  makes  this  Affidavit  in  response  to  certain 
of  the  allegations  contained  in  the  Complaint  for 
Injunction  and  the  Affidavits  of  Clinton  Hobart 
Thienes,  M.  D.,  Elmer  Belt,  M.  D.,  Ian  MacDonald, 
M.  D.,  Robert  S.  Roe,  each  of  which  by  stipulation 
of  respective  counsel  herein  are  deemed  to  have 
been  filed  in  this  proceeding,  and  copies  of  which 
Affidavits  are  attached  to  said  Stipulation  and  are 
all  on  file  herein. 

On  or  about  April  8,  1949  there  was  filed  an  In- 
formation in  the  above-entitled  Court,  No.  20642 
Criminal,  in  which  affiant  [196]  Allen  H.  Parkin- 
son was  named  as  a  defendant.  In  said  Information 
it  was  charged  that  said  Parkinson  delivered  for 
introduction  into  interstate  commerce  certain  male 
hormone  drugs  and  that  the  same  were  misbranded 
in  violation  of  the  Federal  Food,  Drug  and  Cosmetic 
Act.  The  product  involved  in  each  Count  of  said 
Information  involving  male  hormone  drugs,  the  par- 
ticulars wherein  said  products  were  therein  alleged 
to  be  misbranded,  together  with  the  Sections  of  the 
Federal  Food,  Drug  and  Cosmetic  Act  alleged  to 
have  been  violated,  were  as  follows: 
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Count  I. 

(a)  Product: 

Methyl  testosterone  tablets,  10  mg.  each;  oral  dos- 
age :  1  daily ;  in  case  of  male  sex  hormone  deficiency ; 
3  daily  for  10  days,  thereafter  one  per  day; 

(b)  Particulars  Wherein  Misbranding 
Was  Alleged: 

That  accompanying  said  product  in  interstate  com- 
merce was  a  circular  entitled  ' '  The  Male  Hormone. ' ' 
Affiant  attaches  hereto  and  marks  as  Exhibit  *'A" 
to  this  Affidavit  a  true  and  correct  replica  of  the 
circular  which  accompanied  said  product. 

(c)  Violation  Charged: 

1.  Section  502(a),  Food,  Drug  and  Cosmetic  Act: 
That  the  labeling  consisting  of  said  circular  rep- 
resented and  suggested  that  said  product : 

a.  was  the  true  male  sex  hormone; 

b.  with  respect  to  the  average  man  in  his  late 
40 's  it  would  stimulate  growth  and  develop- 
ment of  the  sex  organs; 

c.  that  with  respect  to  the  average  man  in  his 
late  40 's  it  would  stimulate  growth  and  develop- 
ment of  the  male  sex  characteristics,  such  as 

(1)  distribution  of  hair 

(2)  muscular  development 

(3)  depth  of  voice 

d.  would  correct  lack  of  sexual  power  and  im- 
potence ; 
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e.  would  relieve  and  postpone  the  many  condi- 

ditions  associated  with  middle  age ; 

f .  would  improve  the  sense  of  well-being ; 

g.  would  be  efficacious  in  the  treatment  of 

(1)  flushes 

(2)  sweats 

(3)  chills 

(4)  impaired  memory 

(5)  inability   to    concentrate    on    activities 
tendency  to  evade  them 

(6)  nervousness 

(7)  depression 

(8)  general  weakness  and  lack  of  physical 
strength 

That  the  labeling  represented  by  said  circular 
further  represented  and  suggested : 

a.  that  the  use  of  said  product  would  result  in 
improved  physical  and  mental  work 

b.  that  the  use  of  said  product  would  exert  a  tonic 
action  resulting  in  renewed  vigor 

c.  that  said  product  would  impart  a  better  atti- 

tude toward  social  life 

d.  that  said  drug  would  cause  nervousness,  ex- 
haustion and  melancholy  to  disappear. 

That  said  representations  were  false  and  mis- 
leading [198]  in  that 

a.  said  drug  would  not  accomplish  the  aforesaid 
purposes. 
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2.  Section 502  (f)  (1)  Food,  Drug  and  Cosmetic  Act; 
That  said  drug  was  further  misbranded  in  that : 
a.  the  said  labeling  failed  to  bear  adequate  direc- 
tions for  use,  in  that  the  directions  for  use: 
''Dosage:  1  tablet  daily.  Important — ^incase 
of  male  sex  hormone  deficiency  take  3  tablets 
daily  for  10  days.  After  10  day  period  take 
1  tablet  daily,"  on  the  labeling  were  not  ade- 
quate directions  for  use. 

Count  II. 
(a)   Product: 
Same  as  in  Count  I 

(b)  Particulars  Wherein  Misbranding 
Was  Alleged: 

Same  as  Count  I  and,  additionally,  that  accompany- 
ing said  product  was  a  leaflet  entitled  "The  Story 
of  Hormones. ' '  Affiant  attaches  hereto,  incorporates 
by  reference  herein  a  true  and  correct  replica  of  said 
leaflet  "The  Story  of  Hormones"  as  though  fully  set 
forth  and  marks  the  same  as  Exhibit  "B"  hereto. 

(c)  Violation  Charged : 

1.  Section  502  (a),  Food,  Drug  and  Cosmetic  Act; 
That  the  pamphlet  "Male  Hormone"  attached 
hereto  as  Exhibit  "A"  represented  the  matters 
and  things  hereto  alleged  with  respect  to  Count  I. 

That  the  pamphlet ' '  The  Story  of  Hormones ' '  repre- 
sented and  suggested 

a.  that  in  the  average  man  said  product  would 
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relieve  and  postpone  the  many  conditions  [199] 
formerly  thought  to  be  inevitable  with  middle 
age; 

b.  that  said  product  would  be  efficacious  in : 

(1)  the  treatment  of  nervous  tension 

(2)  intense  subjective  nervousness  and  ir- 
ritability 

c.  that  said  product  would  be  efficacious  in  the 

treatment  of 

( 1 )  numbness  in  the  extremities 

(2)  itching,  prickling  and  tingling  of  the 
skin  and  waking  up  at  night 

(3)  headaches. 

d.  that  said  product  would  prevent  a  decrease  in 
the  ability  to  concentrate 

e.  that  said  product  would  remedy  faulty  memory 

f.  that  said  product  would  be  efficacious  in  the 

treatment  of  depression  and  melancholia 

g.  that  said  product  would  correct  a  lack  of  inter- 
est in  social  and  business  life 

h.  that  said  product  would  correct  a  lack  of  men- 
tal concentration 

i.  that  said  product  would  correct  a  feeling  of 
inadequacy  or  impotency 

j.  that  said  product  would  be  efficacious  in  the 
treatment  of 

(1)  hot  flashes 

(2)  feelings  of  smothering  and  sweating  and 
chilly,  creepy  sensations 
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k.  that  said  drug  would  prevent  the  user  from 
tiring  easily 

1.  that  said  drug  would  prevent  the  user  from 
gaining  excessive  weight  [200] 

m.  that  said  drug  would  be  efficacious  in  the 
treatment  of 

(1)  constipation 

(2)  vague  digestive  complaints 

(3)  precordial,  angina  pectoris-like  pains 

n.  that  said  drug  would  be  efficacious  in  the  treat- 
ment of  urinary  symptoms,  such  as 

(1)  frequency 

(2)  nocturia 

(3)  dribbling 

(4)  inability  to  start  urinary  stream 

o.  that  said  drug  would  restore  confidence  in  men- 
tal reactions  and  decisions 

p.  that  said  drug  would  notably  increase  the  users 
capacity  for  mental  and  physical  work 

q.  that  said  drug  would  increase  potency  and 

libido. 
That  said  representations  were  false  and  mislead- 
ling;  and  that  drugs  would  not  accomplish  the 
aforesaid  purposes. 

2.  Section  502  (f )  (1),  Food,  Drug  and  Cosmetic  Act ; 
That  said  drug  was  further  misbranded  in  that 

a.  the  labeling  failed  to  bear  adequate  directions 
for  use  in  that  the  directions  '  *  Dosage :  1  tablet 
daily.     Important — in  case  of  male  sex  hor- 
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mone  deficiency  take  3  tablets  daily  for  10  days. 
After  10  day  period  take  1  tablet  daily"  were 
not  adequate  directions  for  use. 

Count  IV  charged:  a  shipment  of  female  hor- 
mones, consisting  of  alpha-estradiol.  An  analysis  of 
the  charges  contained  in  that  Count  are  not  set  forth 
herein  for  the  reason,  as  alleged  [201]  in  the  Answer 
of  the  defendants  in  the  present  action,  said  defend- 
ants have  not  shipped  in  interstate  or  intrastate  com- 
merce any  female  hormones  since  the  date  of  Judg- 
ment in  said  Criminal  action,  July  13,  1949,  and  do 
not  intend  to  ship  in  interstate  or  intrastate  com- 
merce such  alpha-estradiol  preparations. 

No  charge  was  made  in  said  Information  that 
adequate  warnings  against  the  use  of  said  products 
in  certain  pathological  conditions  where  its  use 
might  be  dangerous  were  not  contained  in  said 
label,  and,  in  fact,  on  the  leaflet  attached  hereto  as 
Exhibit  *'A"  appeared  the  statement: 

''The  male  sex  hormone  should  be  carefully 
used  by  elderly  men  with  cardiovascular  dis- 
turbances and  should  not  be  used  if  there  is 
any  indication  of  cancer  of  the  prostate." 
On    said    pamphlet    Exhibit    "B"    hereto    "The 
Story  of  Hormones"  was  the  warning  language  as 
follows : 

"Although  both  male  and  female  sex  hor- 
mones are  relatively  safe  to  use  as  a  rule,  scien- 
tific tests  prove  that  they  should  not  be  used 
by  anyone  suffering  from  cancer.  Neither 
should  they  be  used  by  persons  suffering  from 
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serious  heart  trouble.     Also,  honnone  therapy 

should  be  used  with  caution  by  senile  men  in 

whom    excessive    stimulation    of    waning    sex 

power  may  be  physiologically  undesirable. ' ' 

Recapitulating  the  aforesaid  charges  insofar  as 

the  same  are  material  to  this  litigation,  the  charges 

of  the  Government  were  that  the  labeling  of  said 

products  so  shipped  constituted  a  misbranding  of 

said  products  for  the  following  reasons: 

1.  That  said  labeling  falsely  misrepresented 
and  suggested  that  said  products  would  be 
efficacious  in  the  treatment  of  the  conditions 
enumerated  [202]  heretofore  as  to  Count  I  in 
violation  of  Section  502(a)  of  the  Food,  Drug 
and  Cosmetic  Act, 

2.  That  said  labeling  failed  to  bear  adequate 
directions  for  use  in  that  the  directions  con- 
tained on  the  label  of  the  bottle  were  not  ade- 
quate directions  for  use. 

At  the  outset  of  the  trial  of  said  action,  defend- 
and  Parkinson,  and  affiant  herein,  took  the  posi- 
tion and  maintained  the  same  throughout  that  the 
symptoms  referred  to  in  Exhibits  ''A"  and  "B" 
hereto  would  be  relieved  if  the  individual  manifest- 
ing the  same  were  suffering  from  a  male  hormone 
deficiency,  and  that  said  circulars.  Exhibits  "A" 
and  ''B"  hereto,  did  no  more  than  make  such  a 
representation,  and  did  not  represent  that  said 
male  hormone  products  w^ould  be  efficacious  in  the 
treatment  or  relief  of  said  symptoms  if  they  were 
caused  by  some  condition  other  than  a  male  hormone 
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deficiency.  In  connection  therewith,  at  the  outset 
of  said  action,  defendant  offered  to  the  Court  and 
served  a  copy  thereof  upon  counsel,  his  argument 
in  respect  thereto  entitled  "Comparison  of  Infor- 
mation re  Alleged  Therapeutic  Claims  with  Label- 
ing Involved  (the  pamphlets  'Male  Hormone'  and 
'The  Story  of  Hormones')",  and  said  documents 
so  submitted  became  part  of  the  files  and  records 
in  said  action. 

With  regard  to  the  charge  that  the  directions 
for  use  were  inadequate  the  position  of  said  defend- 
ant at  the  outset  of  said  action  and  throughout  the 
trial  thereof  was  that  said  circulars,  Exhibits  "A" 
and  "B"  hereto,  suggested  the  dosage  set  forth  on 
said  labeling  and  the  use  of  said  product  only  pro- 
vided that  the  user  was  suffering  from  a  male  hor- 
mone deficiency,  and  that  the  information  contained 
in  said  exhibits  was  sufficient  to  enable  the  average 
man  to  determine  whether  he  was  suffering  from 
such  a  deficiency,  at  least,  that  he  might  use  the 
product  for  a  certain  [203]  period  of  time  and  if 
relieved  could  conclude  that  he  was,  in  fact,  suffer- 
ing from  such  deficiency.  That  general  practi- 
tioners, to  whom  the  average  individual  suffering 
from  such  symj)toms  may  go,  will  invariably  pre- 
scribe methyl  testosterone  on  more  or  less  a  trial 
and  error  basis  to  see  whether  or  not  the  symptoms 
complained  of  are  relieved  upon  use  of  the  product 
and  that  if  relieved  will  conclude  that  the  individ- 
ual was  suffering  from  a  male  hormone  deficiency; 
and  that  therefore,  in  substance,  the  method  em- 
ployed by  the  general  practitioner  in  determining 
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whether  methyl  testosterone  should  be  prescribed 
or  recommended  was  and  is  the  same  as  though 
the  individual  tried  the  product  on  his  own  behalf 
for  a  certain  period  of  time. 

Government  Evidence  in  Support  of  the 
Aforesaid  Charges 

In  support  of  the  aforesaid  charges,  several  medi- 
cal witnesses  were  called  to  testify  by  the  Govern- 
ment. References  to  the  reporter's  transcript  in 
said  criminal  action  will  hereinafter  be  made  for 
convenience  in  the  event  that  it  should  develop  that 
said  reporter's  transcript  should  be  a  part  of  the 
record  in  this  case. 

I. 

Clinton  A.  Thienes,  M.D. 

So  far  as  material  to  this  case  said  witness  tes- 
tified as  follows: 

That  assuming  a  man  to  be  50  years  of  age  who 
complains  of  flushes,  sweats,  extreme  nervousness, 
inability  to  concentrate,  nocturia,  and  he  goes  to 
his  doctor  who  is  an  average  general  practitioner, 
and  no  evidence  of  cancer  of  the  prostate  is  diag- 
nosed, he  does  not  believe  that  the  doctor  would 
prescribe  methyl  testosterone  for  a  period  of  time 
and  wait  and  see  whether  the  symptoms  were  re- 
lieved. In  his  opinion  it  would  not  be  prescribed 
by  the  man's  doctor  unless  there  was  evidence  of 
the  male  [204]  climacteric,  and  that  the  majority  of 
general  i)ractitioners  would   require   a   laboratory 
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test  as  to  the  secretion  of  hormones  from  the  testes 
before  prescribing  testosterone,   (p.  42.) 

A  person  who  diagonses  his  own  condition  as 
requiring  testosterone  probably  will  not  be  the  type 
of  person  who  needs  it.  (p.  62.)  Symptoms  such 
as  inability  to  concentrate  and  irritability  in  males 
of  approximately  50  years  of  age  are  present  in 
conditions  other  than  hormone  deficiency.  Most  of 
those  symptoms  are  due  to  something  other  than 
such  deficiency.  They  are  found  in  certain  types 
of  goiter,  fatigue  states,  anxiety  states;  in  tuber- 
culosis one  will  find  that  type  of  symptom  complex. 
Those  conditions  would  not  respond  favorably  to 
testosterone,  (p.  66.)  The  only  sure  way  that  he 
knows  to  determine  whether  there  is  a  hormone  de- 
ficiency is  by  laboratory  procedure — and  an  analy- 
sis of  the  urine,  (p.  67.) 

II. 

Dr.  Norris  J.  Heckel,  M.D. 

Professor  of  Urology,  University  of  Illinois 

He  uses  testosterone  in  urology  only  for  the 
treatment  of  men  who  have  a  deficiency  of  the 
male  sex  hormone,  (p.  159.)  Such  deficiency  is 
found  in  endocrine  disturbances,  best  illustrated 
by  eunuchism  and  by  men  who  have  been  castrated 
or  whose  testes  have  been  injured,  (p.  159-160.) 

Generally,  the  symptoms  of  the  male  hormone  de- 
ficiency are  impotence,  fatigues  easily.  Male  hor- 
mone therapy  is  indicated  to  stimulate  the  growth 
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and  development  of  the  sex  organs  and  male  sex 
characteristics  such  as  distribution  of  hair,  muscu- 
lar develoj^ment  and  depth  of  voice,  when  that  con- 
dition is  caused  by  deficiency  of  the  male  sex  hor- 
mone, best  illustrated  in  the  eunuchoid  individual, 
(p.  162  and  165.) 

Hormone  therapy  would  not  correct  impotence 
in  a  man  in  his  late  40 's  unless  it  were  due  to  a  male 
hormone  deficiency,  (p.  168,  169.)  [205] 

In  his  opinion,  if  a  man  had  a  male  hormone  de- 
ficiency, methyl  testosterone  would  correct  lack  of 
sexual  power  and  impotence,  and  would  postpone 
the  many  conditions  associated  with  middle  age  and 
improve  the  sense  of  well-being.  If  a  man  were 
suffering  from  such  deficiency,  methyl  testosterone 
would  constitute  an  adequate  treatment  for  flushes, 
sweats  and  chills,  impaired  memory,  inability  to 
concentrate  on  activities  and  tendency  to  evade 
them,  nervousness,  depression,  general  w^eakness, 
and  lack  of  physical  strength,  (p.  172,  173.) 

However,  there  are  many  diseases  that  would 
produce  those  symptoms.  But  if  a  man  were  suf- 
fering from  a  male  hormone  deficiency,  methyl  tes- 
tosterone would  result  in  improved  physical  and 
mental  work  and  would  exert  a  tonic  action  result- 
ing in  renew^ed  vigor  and  would  impart  a  better 
attitude  toward  social  life,  and  cause  nervousness, 
exhaustion  and  melancholy  to  disappear.  Those 
symptoms,  however,  are  also  s5rmptoms  of  other 
diseases  or  conditions,  (p.  174,  175.)  A  male  hor- 
mone deficiency  is  determined  first  by  a  careful 
history,    second,    a    careful    physical    examination. 
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and  third,  laboratory  tests  to  aid  in  diagnosis  such 
as  the  estimation  of  17  kitosteroids  in  the  urine, 
and  by  the  estimation  of  the  excretion  of  gonad- 
tropins,  also  in  the  urine,   (p.  176.) 

There  are  no  subjective  symptoms  by  which  he 
could  correctly  diagnose  a  male  hormone  deficiency, 
and  the  symptoms  above  described  would  not  indi- 
cate, necessarily,  a  hormone  deficiency. (p.  177.)  Im- 
potence is  not  an  indication  of  male  hormone  de- 
ficiency for  it  may  be  due  to  a  variety  of  causes 
such  as  syphilis  or  may  be  psycho-genic  origin, 
worry,  fatigue,  mental  strain.  Impotence  comes 
with  age  as  a  natural  process,  (p.  178.) 

In  his  opinion,  if  a  patient  visited  a  general  prac- 
titioner complaining  of  the  several  symptoms,  nerv- 
ousness, etc.,  etc.,  the  doctor  would  make  a  careful 
examination  of  him  to  see  if  he  could  find  out  what 
produced  the  symptoms.  He  would  conduct  a  com- 
plete [206]  physical  examination  from  head  to  foot. 
If  that  produced  nothing,  he  would  probably  ex- 
amine the  urine  for  sugar.  This  might  give  him  a 
clue  to  diabetes  which  would  produce  such  symp- 
toms. If  he  found  no  sugar,  he  would  determine  if 
there  was  albumin  in  the  urine  or  whether  the  pa- 
tient was  suffering  from  Bright 's  Disease  or  some 
kidney  disturbance.  If  nothing  turned  up  then, 
he  would  take  the  patient's  blood  pressure.  If  that 
was  normal  and  his  urine  negative,  he  would  prob- 
ably take  a  blood  count  to  see  whether  the  patient 
was  suffering  from  anemia.  There  might  be  some 
indication  that  the  patient  had  a  gastro-intestinal 
disturbance,  and  an  x-ray  picture  of  the  tract,  or 
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colon,  would  be  taken,  or  his  basal  metabolic  test 
to  discover  whether  there  was  some  disturbance 
of  the  thyroid.  If  such  doctor  found  nothing  sus- 
picious as  the  result  of  such  examination,  he  might, 
but  he  shouldn't,  suggest  testosterone  to  the  man 
for  a  period  of  4  to  6  weeks  to  see  if  those  symp- 
toms were  relieved,  (p.  186-190.) 

He,  however,  has  never  been  able  to  make  a  diag- 
nosis of  the  male  climacteric,  (p.  191.)  There  is 
no  question  but  that  in  view  of  the  hundreds  of 
thousands  of  packages  of  testosterone  sold  during 
the  year  it  is  indicative  of  considerable  benefit  to 
many,  many,  many  men.  (p.  194-195.)  He  recog- 
nizes that  some  general  practitioners  are  enthused 
about  methyl  testosterone  and  some  object  to  it. 
(p.  216-217.)  A  doctor  who  is  administering  tes- 
tosterone to  a  male  patient  keeps  that  patient  under 
regular  or  perodic  examination  during  treatment; 
the  purpose  being  to  detect  any  deleterious  results 
that  might  occur,  (p.  219-220.) 

III. 

Dr.  Ehner  Belt 

Urologist  and  member  of  the  Belt  Urological 
Group. 

(P.  224  and  372.) 

He  has  personally  seen  or  treated  patients  who 
have  had  adverse  or  injurious  results  from  the  ad- 
ministration of  the  male  [207]  hormone,  (p.  227). 

In  the  case  of  the  ordinary  practitioner  to  whom 
a  patient  goes  because  he  wants  a  general  physical 
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examination,  the  practitioner  is  obligated  to  put  his 
finger  in  the  rectum  and  carefully  feel  the  prostate, 
(p.  233,  234.)  There  are  many  instances  in  which 
methyl  testosterone  is  very  valuable.  The  neces- 
sary precautions  to  its  use  are  tests  as  follows:  (1) 
rectal  examination;  (2)  determination  of  the  level 
of  acid  phosphatase  in  the  bloodstream,  and  (3) 
other  tests  of  recent  origin.  One  test  of  the  pro- 
teins of  the  blood  which  shows  the  presence  of 
cancer  or  the  absence  of  it,  and  another,  a  blood  pro- 
tein test.  He  feels  that  such  precautions  are  a  pre- 
requisite to  any  testosterone  therapy  except  in 
groups  where  cancer  of  the  prostate  is  not  liable 
to  occur,  and  by  that  he  means  cases  in  which  it  is 
particularly  valuable  or  the  group  of  young  individ- 
uals who  show  a  definite  endocrine  deficiency  in 
regard  to  testosterone  and  who  need  it  in  the  nor- 
mal process  of  their  growth  and  development,  (p. 
246,  247.)  By  that  he  is  referring  to  boys  who  had 
their  testicles  blown  off  during  the  war,  (p.  390) 
and  persons  suffering  from  hypogonadism — persons 
whose  testicles  are  not  performing  their  proper 
function,  meaning  undeveloped  testicles  and  unde- 
veloped genitalia — a  young  individual  whose  tes- 
ticles are  not  up  to  standard  in  size  and  function, 
(p.  391,  392.) 

The  acid  phosphatase  test,  if  one  is  set  up  for  it, 
can  be  completed  in  a  few  minutes.  The  17  keto- 
steroids  test  requires  approximately  a  week  to  com- 
j)lete,  and  the  blood  test  a  very  short  time.  The 
general  practitioner  is  not  equipped  to  make  either 
of  those  tests  and  in  fact,  his  office  is  not  equipped 
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to  make  the  17  ketosteroids  test,  and  he  is  having 
them  made  at  the  California  Institute  of  Technol- 
ogy, (p.  395.)  In  a  person  who  is  apparently  nor- 
mal physically,  the  examination  necessary  to  de- 
termine whether  he  is  suffering  from  an  endocrine 
deficiency  might  possibly  be  the  [208]  17  ketoster- 
oids test.  (p.  248.)  Such  examinations  require  spe- 
cial training.  There  are  no  objective  symptoms  of 
a  male  hormone  deficiency  which  a  layman  could 
recognize  and  actually  use  to  diagnose  such  a  con- 
dition. He  might  confuse  almost  anything  with 
the  loss  of  what  he  thought  was  his  normal  quantity 
of  hormones,  (p.  249.)  After  a  careful  examination 
of  the  patient  and  no  indications  of  cancer  of  the 
prostate  being  present,  it  would  still  be  dangerous 
or  conducive  to  the  development  of  cancer  of  the 
prostate  for  the  person  to  take  testosterone,  (p.  251- 
253.) 

In  his  opinion,  if  a  man  45  to  50  years  of  age 
visited  a  general  practitioner  and  complained  of 
sweats,  nervousness,  did  not  remember  things  as  he 
used  to,  couldn't  concentrate  on  activities,  had  a 
tendency  to  evade  them,  and  the  doctor  was  of  the 
opinion,  after  learning  of  these  symptoms  that  tes- 
tosterone might  be  of  benefit  to  the  patient,  he,  the 
doctor,  would,  before  prescribing  testosterone,  in 
the  first  place,  think — think  about  the  problem,  and 
if  he  thought  about  it  very  much  he  probably 
wouldn't  prescribe  testosterone  for  those  symptoms 
because  they  do  not  indicate  hypogonadism  and  it  is 
virtually  only  in  hypogonadism  that  testosterone  is 
effective,  (p.  383,  384.)    A  very  careful  analysis  of 
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the  problem  would  be  needed  for  that  patient  and  he 
would  be  very  apt  to  get  it  at  the  hands  of  an  alert 
general  practitioner,  (p.  385.)  It  would  be  a  very 
loose  method  of  detecting  the  man's  trouble  for  the 
general  practitioner  to  prescribe  testosterone  to  such 
a  patient  for  a  period  of  3  to  4  weeks  to  see  whether 
the  man  had  been  relieved,  for  it  the  doctor  really 
thought  about  the  problem,  got  down  to  business 
and  studied  it,  he  would  be  concerned  first  about 
the  psychic  factors  in  the  individual  and  whether 
he  was  overworked  and  trouble,  (p.  385.)  Before 
prescribing  testosterone  the  general  practitioner 
would  certainly  make  a  rectal  examination  and  feel 
the  prostate.  As  to  the  blood  and  urine  tests,  there 
would  be  no  blood  tests  that  such  [209]  doctor  need 
do,  unless  he  wished  to  do  the  acid  and  alkaline 
phosphatase  tests.  The  urine  test  would  not  show 
him  anything  unless  he  wished  to  take  the  time  to 
give  the  17  ketosteroids  test.  (p.  385-386.)  If  he 
really  wanted  to  find  out  whether  the  man  had  a 
hormone  deficiency,  he  would  give  such  a  test,  as 
well  as  acid  phosphatase  test,  for  cancer  of  the 
prostate,  (p.  386)  and  if  he  used  testosterone,  then 
he  would  see  that  the  symptoms  were  not  relieved, 
(p.  387.) 

The  problem  of  hormone  deficiency  is  the  spe- 
cialty of  the  general  practitioner.  The  middle  aged 
man  who  is  tired  and  worn-out  and  who  has  come 
to  the  doctor  for  some  help  is  the  general  practi- 
tioner's "meat."   (p.  388.) 

In  the  case  of  the  individual  who  visits  the  gen- 
eral practitioner  who  gives  him  a  rectal  examination 
and  finds  nothing  suspicious  and  prescribes  methyl 
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testosterone,  and  the  patient  has  the  prescription 
filled,  that  patient  can  go  back  to  a  drug  store  as 
often  as  he  wishes  and  have  that  prescription  re- 
filled without  going  to  that  doctor  or  to  any  other 
doctor  and  having  a  new  prescription  made  up  each 
time  he  wants  testosterone.  In  fact,  he  doesn't  have 
to  have  a  prescription  in  the  first  place,  (p.  398.) 
He  can  go  back  and  have  it  refilled  as  often  as  he 
wants  without  seeing  another  doctor,  (p.  399.) 

What  he  is  pleading  for  in  this  case  is  that  the 
requirement  be  made  that  the  product  methyl  tes- 
tosterone be  sold  only  on  prescription,  (p.  400.) 

He  does  not  think  that  the  male  has  any  climac- 
teric, and  he  believes  that  most  careful  observers 
are  of  the  same  opinion.  However,  that  is  not  an 
opinion  that  is  universally  shared  by  the  profes- 
sion,  (p.  407.) 

If  the  patient  comes  to  him  referred  by  another 
doctor,  he  always  allows  the  other  doctor  the  bene- 
fit of  whatever  doubt  might  exist  in  his  mind,  and 
his  tendency  is  to  go  on  with  the  [210]  original 
treatment  the  other  doctor  has  established  until  he 
can  discuss  the  problem  with  him.  (p.  436-437.) 

IV. 

Dr.   Charles   Huggins,   M.D. 
Professor  of  Urology,  University  of  Chicago. 

Since  1938  their  work  has  been  almost  exclu- 
sively related  to  the  male  hormone  and  its  reaction 
in  normal  and  cancerous  individuals,  (p.  256-258.) 
He  does  not  think  that  a  male  hormone  deficiency 
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occurs  in  quasi-normal  individuals — ^persons  who 
are  not  hypogonads  or  who  have  not  been  castrated, 
(p.  260.)  He  denies  that  methyl  testosterone  would 
have  any  effect  upon  the  conditions  enumerated  in 
the  Information.  These  symptoms  are  not  symp- 
toms of  a  person  who  is  deficient  in  male  hormones, 
(p.  272-275.)  Because  of  the  toxic  effects  of  the 
male  hormone,  he  thinks  that  testosterone  should 
always  be  administered  under  the  supervision  of 
somebody  with  some  knowledge  of  such  matters, 
(p.  277.) 

In  his  opinion,  if  an  individual  complained  to  a 
general  practitioner — an  all  around  family  doctor 
— of  the  symptoms  referred  to  in  the  Information, 
some  would  prescribe  methyl  testosterone  for  a 
period  of  4  to  6  weeks,  and  see  whether  the  symp- 
toms were  relieved  without  going  through  the 
elaborate  tests  described  by  him — such  as  blood 
tests,  etc. — but  some  doctors  would  not,  and  he 
thinks  that  very  few  informed  physicians  would 
prescribe  it  under  those  circumstances,  (p.  292.) 
He  doesn't  think  that  the  average  physician  would 
recognize  the  symptoms  referred  to  as  an  indica- 
tion for  sex  hormones.  The  blood  test  he  referred 
to  can  only  be  done  in  well-established  hospitals, 
(p.  294.)  Listlessness,  lack  of  memory,  as  de- 
scribed in  the  Information,  cannot  be  helped  by 
the  administration  of  male  hormones  even  if  the 
person  was  suffering  from  a  deficiency  thereof.  He 
doesn't  believe  that  there  is  such  a  thing  as  the  male 
climacteric  though  there  is  a  difference  of  opinion 
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on  that  subject  in  medical  circles,  [211]  and  there 
are  a  great  many  articles  in  which  the  male  cli- 
macteric is  discussed,  but  he  does  not  share  the 
opinion  of  those  investigators,  (p.  303-304.)  He  is 
a  professional  investigator,  (p.  311)  and  eliminat- 
ing the  emiuchoids,  castrates  and  women,  he  does 
not  think  that  they  have  prescribed  testosterone  in 
his  hospital  during  the  last  5  years.  He  disagrees 
with  statements  concerning  the  male  climacteric 
by  Dr.  Hans  Lisser  and  Robert  F.  Escamilla  ap- 
pearing in  Volume  46  of  "The  Urologic  and  Cuta- 
neous Review,"  page  87,  February,  1942.  (p.  313- 
315.)  He  disagrees  with  statements  of  Dr.  Harry 
Benjamin  on  the  subject  of  impotence  and  its  treat- 
ment by  testosterone  appearing  in  the  "Urologic 
and  Cutaneous  Review,"  Volume  50,  page  143, 
March,  1946,  and  with  regard  to  the  article  by  Dr. 
August  A.  Werner,  entitled  '  ^  The  Male  Climacteric : 
Additional  Observations  of  37  Patients,"  appearing 
in  the  Journal  of  Urology,  Volume  49,  page  82, 
June,  1943,  he  thinks  they  are  absurd  and  he  is  in 
complete  disagreement  with  them.  (p.  315-316.) 

Affiant  has  not  summarized  or  narrated  the  testi- 
mony of  any  of  the  aforesaid  Government  witnesses 
dealing  with  their  view  that  testosterone  may  accel- 
erate the  growth  of  carcinoma  of  the  prostate,  in- 
hibit spermatogenesis,  or  cause  partial  sterility. 
The  reason  for  this  omission  is  that  this  affiant  was 
not  charged  in  said  Criminal  action  with  failure 
to  adequately  warn  on  his  labeling  that  said  prod- 
uct might  produce  those  results  thereof,  as  will  be 
seen  from  an  examination  of   Exhibits   "A"   aud 
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"B"  hereto.  No  warning  statement  on  any  of  said 
labeling  was  included  having  to  do  with  the  sub- 
ject of  spermatogenesis  or  sterility.  However,  affi- 
ant was  present  at  all  times  during  the  trial  of  said 
action  which  had  been  consolidated  for  trial  with 
the  case  of  United  States  v.  El-0-Pathic  Pharmacy, 
a  corporation,  Martin  A.  Clemens,  an  individual, 
et  al..  No.  20596,  and  was  aware  that  defendants 
in  said  action  had  been  charged  with  failure  to  con- 
tain on  their  labeling  adequate  warnings  concern- 
ing the  use  of  said  product  in  [212]  accelerating 
the  growth  of  an  incipient  carcinoma  of  the  pros- 
tate and  the  effect  of  said  product  upon  sterility, 
and  in  order  to  comply  in  all  respects  with  the  con- 
tentions of  the  Government,  as  evidenced  by  its 
expert  witnesses  on  those  subjects,  relabeled  his 
products  in  the  form  and  manner  set  forth  in  the 
Complaint  for  Injunction  herein. 

Defense  Evidence 

So  far  as  material  to  the  issues  before  the  Court 
in  this  case,  the  defense  evidence  in  said  Criminal 
action  was  as  follows: 

I. 

Dr.  George  E.  Fakehany,  M.D. 

Is  a  Doctor  of  Medicine  (p.  536)  and  prescribes 
testosterone  on  an  average  of  once  a  day  and  has 
never  encountered  any  adverse  results  from  the 
use  of  it.  (p.  542.) 

He  prescribes  testosterone  for  males  complaining 
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of  the  symptoms  alleged  in  the  Infomiation  of  said 
Criminal  action.  (U.  S.  v.  Parkinson.)  He  usually 
prescribes  a  month's  supply  and  tries  it  for  a  cer- 
tain period  of  time  to  see  whether  the  person  is 
relieved  of  the  symptoms  complained  of.  (p.  547.) 
Many  are  relieved  and  some  not.  That  is  quite  a 
usual  procedure  in  the  practice  of  medicine,  (p. 
548.) 

He  does  not  submit  such  a  patient  to  the  tests 
referred  to  by  the  Government  medical  witnesses, 
(p.  553-554.)  Those  symptoms  may  or  may  not  be 
caused  by  a  hormone  deficiency,  (p.  582.) 

II. 

Dr.  Paul  E.  Travis,  M.D. 

Is  a  Doctor  of  Medicine  (p.  596)  and  he  pre- 
scribes testosterone  for  a  person  manifesting  the 
symptoms  referred  to  in  the  Information  in  the 
Criminal  action,  (p.  598.)  With  some  patients  for 
whom  he  has  prescribed  testosterone,  he  found  very 
definitely  that  the  symptoms  were  relieved,  (p.  598, 
599,  600.)  He  does  not  know  of  any  general  prac- 
titioner who  submits  a  patient  to  the  [213]  tests  re- 
ferred to  by  the  Government  witnesses,  (p.  602) 
and  has  never  encountered  any  adverse  results  from 
the  administration  of  testosterone,  (p.  604.) 

III. 

Dr.  William  A.  Swim,  M.D. 

Is  a  Doctor  of  Medicine  and  has  practiced  in- 
ternal medicine  in  Los  Angeles  since  1918.  (p.  653.) 
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Was  formerly  a  member  of  the  Board  of  Medical 
Examiners  of  the  State  of  California,  (p.  654.) 

If  a  person  complained  to  him  of  the  symptoms 
described  in  the  Information,  he  would  take  a  gen- 
eral history,  make  a  physical  examination  and  pre- 
scribe testosterone  (p.  654),  and  has  done  so  on 
many  occasions  and  ever  since  there  has  been  tes- 
tosterone on  the  market.  Testosterone  in  commer- 
cial quantities  has  been  available  for  the  last  10 
years.  On  many  such  occasions  he  has  found  the 
individual's  symptoms  to  be  relieved  and  has  never 
encountered  any  adverse  results.  He  is  familiar 
with  what  is  known  as  the  male  climacteric  and  the 
symptoms  of  a  person  suffering  therefrom  are  those 
symptoms  referred  to  in  the  Information.  He 
does  not  in  his  practice  submit  the  patient  to  the 
elaborate  tests  mentioned  by  the  Government  wit- 
nesses,  (p.  653-657.) 

IV. 

Allen  H.  Parkinson 

Testified  as  a  witness  for  the  defense  and  stated: 
That  on  June  24th,  1949  (following  the  date  on 
which  Government  witness  Dr.  Elmer  Belt  testified 
on  direct  examination)  he  went  to  Dr.  Belt's  office 
on  Wilshire  Boulevard  at  10:00  a.m.  and  asked  to 
see  one  of  the  doctors,  and  was  referred  to  a  Dr. 
Ebert,  and  told  him  that  he  would  like  some  tes- 
tosterone. The  doctor  asked  him  if  he  had  ever 
taken  it  before  and  he  replied  that  he  had  two  years 
ago  in  Salt  Lake  City.    That  a  Dr.  Openshaw  pre- 
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scribed  some.  (p.  696-697.)  He  stated  to  said  Dr. 
Ebert  that  [214]  he  had  trouble  with  diminishing  of 
the  testicles  and  penis,  and  the  doctor  asked  him 
if  he  was  taking  it  then,  and  he  replied  ''no,"  but 
that  he  continued  taking  it  at  frequent  intervals 
because  it  had  a  tonic  effect  and  made  him  feel 
better.  The  doctor  asked  him  if  a  50-mg.  shot  of 
testosterone  propinate  would  be  satisfactory,  and  he 
replied  that  it  would.  He  was  then  shown  to  an- 
other room,  and  in  a  moment  a  laboratory  assistant 
entered  and  took  a  blood  sample  from  him.  Then 
Dr.  Belt  entered  the  room,  inserted  his  finger  in  the 
witness'  rectum,  and  another  technician  entered 
and  injected  him  with  testosterone.  Said  Dr.  Belt 
asked  him  what  he  wanted  on  his  prescription — 
how  many  tablets  he  wanted — and  the  witness  re- 
plied that  he  would  like  100-mg.  linguets  of  methyl 
testosterone.  Dr.  Belt  then  said  "all  right"  and 
asked  him  to  urinate  in  three  glasses,  which  he  did, 
and  asked  him  how  he  took  them,  and  he  replied 
that  he  took  3  or  4  a  day,  and  then  maybe  laid  off 
3  or  4  days,  depending  on  how  he  felt,  and  then  re- 
sumed. Dr.  Belt  replied  "all  right"  and  "what 
did  the  doctor  in  Salt  Lake  City  charge  you?"  and 
the  witness  replied  "$5.00"  and  Dr.  Belt  replied 
"All  right,  pay  the  girl  $5.00  on  your  way  out." 
(p.  699-700)  and  said  Dr.  Belt  wrote  out  a  pre- 
scription for  100-mg.  linguets  of  methyl  testoster- 
one, (p.  700.) 

In  addition  thereto,  said  witness  testified  that 
on  June  30th,  1949,  he  called  at  the  ofiices  of  a  Dr. 
E.  A.  Gummig  in  Pasadena  (p.  701)  and  received 
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a  prescription  for  100  tablets  of  methyl  testosterone 
linguets.  At  no  time  during  his  visit  to  the  doc- 
tor's office  did  the  doctor  lay  any  hands  on  him. 
(p.  701.) 

At  this  point,  your  affiant  alleges  that  said  Park- 
inson testified  as  aforesaid  on  July  7th,  1949,  and 
that  on  the  following  day,  July  8th,  1949,  the  said 
Elmer  Belt  was  recalled  to  the  witness  stand  by 
the  Government  as  a  rebuttal  witness,  and  testified 
with  reference  to  the  visit  to  him  of  said  Parkin- 
son that  he  did  see  Parkinson  on  June  24th,  1949; 
that  when  he  went  into  the  [215]  room  where  Park- 
inson was,  he  reviewed  the  history  which  the  other 
doctor  had  taken,  that  Parkinson  told  him  that  he 
had  been  receiving  a  weekly  maintenance  dose  of 
50-mg.  of  testosterone,  and  in  so  testifying  the  doc- 
tor testified  from  notes  made  in  his  office  during 
the  course  of  said  examination  by  him  and  by  some 
of  his  employees,  (p.  825-826.)  Parkinson  asked 
for  a  prescription  of  10-mg.  tablets  or  linguets  of 
testosterone  to  be  taken  3  times  daily.  He  does 
not  think  he  stated  that  he  had  been  taking  that 
amount.  He  asked  for  the  injection  and  said  he 
was  going  to  San  Francisco  and  wanted  to  have  a 
maintenance  dose  to  take  with  him.  When  Dr.  Belt 
entered  the  room  where  Parkinson  was,  he  asked 
him  if  Dr.  Openshaw  referred  him  to  them,  and 
Parkinson  said  "yes."  (p.  827.)  That  two  years 
ago  his  testicles  and  penis  had  begun  to  atrophy 
and  he  became  sexually  impotent.  That  Dr.  Open- 
shaw of  Salt  Lake  City  had  been  treating  him  with 
a  weekly  maintenance  dose  of  50-mg.   That  he  had 
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been  away  from  Salt  Lake  City  for  three  weeks 
and  that  his  physician  recommended  that  he  come 
to  them  for  treatment.  That  he  was  leaving  for 
San  Francisco  shortly.  Belt  made  a  complete  physi- 
cal of  Parkinson,  observed  his  general  makeup,  his 
eyes,  his  pupils,  his  pharynx,  his  teeth,  felt  his 
thyroid,  examined  his  thorax,  took  his  blood  pres- 
sure, determined  his  pulse  rate  and  rhythm,  felt  of 
his  abdomen,  looked  at  his  extremities,  tapped  his 
reflexes,  examined  external  genitalia,  put  a  finger 
in  his  rectum  and  examined  his  prostate  and  as  a 
result  found  no  contra  indications  for  the  use  of 
testosterone.  He  instructed  his  technician  to  take 
a  specimen  of  his  blood  and  he  had  already  been 
instructed  to  urinate  in  three  glasses  which  he  did, 
and  that  material  was  examined.  The  reason  for 
taking  the  blood  sample  was  that  Parkinson  said 
he  intended  to  return  and  the  doctor  wanted  to 
know  whether  the  acid  or  alkaline  phosphatase  had 
changed,  (p.  828-829.)  Before  he  began  his  ex- 
amination of  Parkinson,  he  told  him  that  they  ex- 
amined people  carefully  who  [216]  asked  for  tes- 
tosterone or  who  are  getting  it,  to  be  sure  it  isn't 
doing  them  any  harm.  He  did  not  wish  to  under- 
mine Doctor  OiDenshaw's  authority  as  the  man  pre- 
sented himself  to  him  as  a  transient  under  the  care 
of  another  phj^sician,  and  it  would  have  been  poor 
taste  and  poor  policy  and  poor  judgment  as  well 
as  poor  medicine  to  interfere  with  the  activities  of 
his  own  physician,  (p.  830.) 

The  notes  of  the  examination  from  which  the 
doctor  referred  disclosed  the  following: 
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" Q.     Commencing  with  '  Complain, ' '  Testosterone 
shots  only.' 
What  is  that  (indicating)  ? 
A.    History  and  physical. 
Q.     History  and  physical? 
A.     Wait  a  minute.     Past  history. 
Q.     What  is  this? 
A.     H.  P.,  past  history. 
Q.     Oh,  H.  P. 

A.     I  guess  that  is  history  and  present  ailment. 
Q.     H.  P.  I.?  A.     History  of  past  illness. 

Q.     History  of  past  illness.    It  reads  as  follows: 
Two  years  ago,  this  man's  testicles  and  penis  be- 
gan to  atrophy  and  he  became  sexually  impotent. 
Dr.  Openshaw  of  Salt  Lake  City  has  been  treating 
him  with  a  weekly  maintenance  dose  of  50  milli- 
gram  testosterone    Neo-Hombreol.      He    has    been 
away  from  Salt  Lake  City  for  three  weeks.    His 
physician  recommended  that  he  come  here  for  the 
same  shots.    He  will  be  leaving  here  for  San  Fran- 
cisco shortly.    Wants  oral  prescription  for  Metan- 
dren  10  milligram  tablets. 
On  the  reverse  side,  what  is  this?  [217] 
A.     Ear,  nose  and  throat. 
Q.     What  is  this  up  here  (indicating)  ? 
A.     Present  illness,  "P.  L,"  it  looks  like. 
Q.     And  something  here.   "P.  I."  the  doctor 
says  indicates  present  illness.    The  nose,  ears, 
eyes  and  throat,  what  is  that  ? 

A.     Tonsillectomy  and  adenoidectomy. 
Q.     Tonsillectomy  and  adenoidectomy.    And 
then  over  here,  "No  venereal  diseases,  no  surg- 
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ery,  general  health  excellent;  two  children." 
AATiat  is  that  (indicating)  ? 

A.  ' '  Daughter,  age  13 — and  a  boy  aged  6  and 
a  girl  aged  4. ' ' 

Q.  Boy  aged  6  and  girl  aged  4.  What  is  that 
(indicating)  ? 

A.     "Living  and  well." 

(p.  832,  line  4  to  p.  833,  line  15) 

and  your  affiant  alleges  that  nothing  on  said  record 
of  examination  disclosed  the  results  of  the  extended 
physical  examination  of  said  Parkinson  which  said 
Dr.  Belt  testified  he  had  conducted. 

With  reference  to  the  $5.00  fee  which  Parkinson 
had  testified  he  was  charged  by  Dr.  Belt,  said  Belt 
explained  as  follows : 

"A.  If  this  patient  had  not  been  referred  to 
me  from  another  doctor  and  if  this  were  not  a 
routine  thing,  a  routine  procedure,  we  would 
have  charged  him  very  much  more  for  this  en- 
tire procedure.  Of  course,  $5.00  wasn't  the  total 
charge  here.  We  explained  to  him  that  the 
laboratory  test  would  be  $6.50,  which  he  said 
he  would  like  to  have  us  bill  him  for  to  this 
false  address  that  he  gave  us.  This  is  a  purely 
courtesy  situation  here.  A  patient  [218]  comes 
in;  he  is  being  treated  by  another  doctor  in  an- 
other city;  we  do  our  best  to  oblige  both  the 
doctor  and  the  patient  by  carrying  on  the  pro- 
cedure that  the  doctor  feels  is  indicated.  I  asked 
him  what  Dr.  Openshaw  charged  him  for  this 
treatment  and  he  said  $5.00.  As  a  matter  of 
fact,  $5.00  is  close  to  the  cost  of  50  milligrams 
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of  testosterone  propionate.  I  don't  know  ac- 
tually what  the  cost  is  to  our  office  from  the 
pharmacy  but  it  is  not  under  that.  We  charged 
him  the  same  thing  that  his  doctor  charged 
him,  as  a  matter  of  courtesy  to  that  doctor, 
and  we  didn't  charge  him  for  the  physical 
examination  and  for  the  urine  analysis ;  nothing 
else  except  for  the  laboratory  test."    (p.  835) 

V. 

Hannah  Shinglman 

This  witness  testified  as  a  defense  witness  that  on 
Jime  27th,  1949,  she  called  at  the  Beverly  Hills 
office  of  the  Elmer  Belt  Urologic  Group,  (p.  739, 
740)  That  she  walked  into  the  office  and  asked  to 
see  Dr.  Belt  and  was  informed  by  the  nurse  that 
he  was  not  there.  She  then  asked  to  see  another 
doctor  and  was  referred  to  Dr.  Letourneau  whose 
name  appears  on  the  prescription  pad  of  the  Belt 
Urologic  Group  (introduced  into  evidence  in  said 
case)  as  a  member  of  said  Group.  Said  doctor  asked 
her  what  he  could  do  for  her  and  she  told  him  that 
she  and  her  husband  had  been  in  this  locality  6  or 
8  months  and  previously  her  husband  had  not  been 
feeling  well  for  the  last  few  years — had  been 
nervous,  jumpy  and  irritable  and  that  they  figured 
he  was  going  through  the  male  change.  That  a 
doctor  in  Chicago  had  given  him  some  shots;  that 
he  had  put  him  on  tablets.  She  showed  him  an 
empty  bottle  which  had  been  a  container  for  testo- 
sterone linguets  [219]  and  the  doctor  then  gave  her 
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a  prescription  for  100  metandren  linguets,  25-mg., 
1  daily,  and  her  husband  was  not  present  at  any 
time.    (p.  745-746) 

VI. 

Hazen  S.  Parkinson 

This  witness  testified  for  the  defense  as  follows: 
That  on  Sunday,  June  26th,  1949,  he  arrived  in 
Chicago,  and  on  the  following  day  called  at  the 
office  of  Dr.  Norris  J.  Heckel,  one  of  the  Govern- 
ment witnesses  heretofore  referred  to.  (p.  753- 
754)  In  a  few  moments  the  doctor  came  in  and  the 
witness  told  Dr.  Heckel  that  he  wanted  to  get  a 
bottle  refilled.  On  the  label  of  the  bottle  was  the 
language,  among  others:  "Metandren  Linguets — 
500."  (p.  772)  He  showed  him  a  prescription  that 
he  had  from  Dr.  Openshaw  for  testosterone  by  in- 
jection, and  told  the  doctor  that  he  was  going  on  a 
ship  and  wanted  to  take  them  by  mouth,  (p.  773) 
The  doctor  informed  him  that  he  had  just  returned 
from  Los  Angeles  on  a  trial  and  in  reply  to  the  ques- 
tion from  the  witness  "Was  there  anything  wrong 
with  taking  them,  then,  that  is  going  to  do  me  any 
danger?  If  there  is  I  don't  want  them,"  the  doctor 
replied,  "Oh,  no,  I  don't  know  as  they  will  do  you 
any  damage,  but  we  don't  want  them  sold  over  the 
counter."  The  doctor  took  a  urine  sample  and 
placed  his  finger  up  the  rectiun  of  the  witness,  and 
wrote  the  prescription  for  500  metandren  methyl 
testosterone  linguets  in  the  witness'  presence.  He 
told  the  doctor  he  was  going  on  a  ship  and  that 
there  were  3  or  4  men  to  a  room,  and  every  time 
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you  take  a  pill,  someone  else  wants  one,  and  he 
placed  upon  the  prescription  a  dosage  of  1  per  day. 
About  5  or  6  minutes  were  consumed  in  this  visit 
with  the  doctor,  (p.  774-775)  At  the  time  of  this 
visit  the  witness  was  65  years  of  age.  (p.  776) 

Following   this   testimony,    the    Government    ob- 
tained from  Dr.  Heckel  a  letter  giving  his  version  of 
this  visit  which  it  was  stipulated  between  counsel 
would  be  the  testimony  of  said  doctor  [220]  if  he 
were   re-called.    Said  letter  alleged  that   on   June 
24th,  1949,  a  Mr.  Parkinson  came  to  his  office  in 
Chicago  and  stated  that  he  had  been  referred  by  a 
former   patient;    Parkinson   said   that   he   was   72 
years  of  age,  a  sailor  by  occupation  and  gone  from 
the  country  for  long  periods  of  time ;  that  he  was  in 
Chicago  as  a  transient ;  that  his  doctor  in  Salt  Lake 
City  had  been  giving  him  a  prescription  for  methyl 
testosterone  and  that  he  had  been  taking  this  drug 
under  his  doctor's   direction  for  the   past  several 
years;  that  he  was  leaving  the  country  and  needed 
about  a  year's  supply  of  testosterone  and  requested 
a  prescription  for  a  year's  supply.   He  showed  Dr. 
Heckel  a  prescription   for   testosterone   issued   by 
another  doctor.    Dr.  Heckel  then  made  a  physical 
examination  of  Parkinson,  which  included  a  urine 
analysis  and  a  rectal  examination  of  the  prostate 
and  found  no  contra  indication  to  the  use  of  tes- 
tosterone ;  he  found  that  Parkinson 's  prostate  was  of 
normal  size,  shape  and  consistency,  with  no  evidence 
of  prostatitis ;  and  that  he  then  renewed  Parkinson 's 
prescription   for  methyl  testosterone   linguets   and 
advised  him  to  report  to  his  physician  at  regular 
intervals. 


230  United  States  of  America  vs. 

During  the  testimony  of  said  Parkinson,  affiant 
herein  and  defendant  in  said  action  sought  to  elicit 
from  said  witness  testimony  concerning  certain  gen- 
eral practitioners  called  upon  at  random  by  said 
Parkinson  during  the  course  of  said  trial,  from 
whom  in  each  instance  he  obtained  prescriptions 
for  methyl  testosterone  without  any  examination  be- 
ing conducted.  The  purpose  of  said  testimony  was 
to  dispute  the  testimony  of  Government  witnesses 
that  general  practitioners  would  not  prescribe  said 
drug  without  elaborate  examinations  to  determine 
whether  or  not  the  individual  was  suffering  from 
a  male  hormone  deficiency  or  carcinoma  of  the 
prostate  was  indicated.  Said  offer  of  proof  was  re- 
fused but  affiant  herein  alleges  that  he  is  now  ready 
and  able  to  prove  all  of  the  matters  and  things 
embraced  in  said  offer  of  proof,  and  [221]  there- 
fore alleges  that  said  offer  of  proof  was  and  is  now 
as  follows: 

''I  also  offer  to  prove  that  Mr.  Parkinson  called 
on  several  doctors,  on  the  dates  mentioned  on  cer- 
tain prescriptions,  throughout  parts  of  Los  Angeles 
County,  and  talked  at  random ;  that  in  each  instance 
he  went  into  the  doctor's  office,  told  the  doctor  that 
he  wanted  this  same  bottle,  the  one  he  used  whenj 
he  saw  Dr.  Heckel,  refilled,  and  asked  for  a  pre- 
scription; that  in  each  instance  he  received  a  pre- 
scription for  these  linguets  and  on  no  occasion  was] 
anything  said  to  Mr.  Parkinson  about  sterility  orl 
fertility  or  cancer  of  the  prostate,  nor  did  any  of  the] 
doctors  lay  a  hand  on  him,  and  he  did  not  call  on 
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any  doctor  who  turned  him  down  on  the  request  for 
a  prescription. 

"The  doctors  that  would  be  subject  to  Mr.  Parkin- 
son's testimony  in  that  regard  would  be  Dr.  G.  G. 
Ferbryck,  M.D.,  516  Professional  Building,  117  East 
8th  Street,  Long  Beach,  California,  who  wrote  out  a 
prescription  for  Metandren  Linguets,  one  a.m.  and 
p.m.,  and  the  date  was  June  29,  1949;  Dr.  Wayne 
P.  Hanson,  in  the  same  building,  on  June  30,  1949, 
wrote  out  a  prescription  for  500  10-milligram 
Metandren  Linguets,  directions,  one  linguet  daily; 
that  he  also  called  on  Dr.  George  D.  Stilson  and 
Dr.  Milo  Ellik,  together  in  the  same  office,  511  Pro- 
fessional Building,  117  East  8th  Street,  Long  Beach, 
on  June  30th,  and  received  a  prescription  from  Dr. 
Ellik  for  500  Metandren  Linguets,  directions,  as 
directed;  that  he  called  on  Dr.  Raymond  W.  Kelso 
on  June  30,  1949,  the  doctor's  address  being  117 
East  8th  Street,  Long  Beach,  who  wrote  out  a  pre- 
scription for  250  [222]  10-milligram  Metandren 
Linguets,  with  directions,  dissolve  one  on  tongue 
each  day ;  that  he  called  on  George  B.  Hanson,  M.D., 
716  Professional  Building,  117  East  8th  Street, 
Long  Beach,  on  June  30,  1949,  received  a  prescrip- 
tion for  250  Metandren  Linguets,  10-milligrams, 
directions,  one  per  day ;  that  he  called  on  Dr.  H.  F. 
Gramlich  on  June  30,  1949,  address,  117  East  8th 
Street,  Long  Beach,  and  received  a  prescription  for 
one  bottle  of  metandren  linguets,  directions,  as  di- 
rected; that  he  called  on  Dr.  P.  W.  Prince  of  the 
Bishop  Clinic  staff,  117  East  8th  Street,  Long 
Beach,  on  June  30,  1949,  and  received  a  prescription 
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for  250  lO-milligram  Metandren  Linguets,  direc- 
tions, I  guess  it  is,  one  daily,  dissolve  in  mouth ;  that 
he  called  on  Dr.  L.  L.  Wiltse,  714  Professional 
Building,  117  East  8th  Street,  Long  Beach,  on  June 
30,  1949,  and  received  a  prescription  for  500  Metan- 
dren Linguets,  directions,  take  as  directed;  that  he 
called  on  Dr.  Marvin  R.  Lauer,  829  East  Compton 
Boulevard,  Compton,  California,  on  July  2,  1949, 
and  received  a  prescription  for  500  Metandren 
Linguets,  10-milligrams,  directions,  use  as  directed; 
that  he  called  on  Dr.  Francis  J.  Ort,  107  North 
Santa  Fe  Avenue,  Compton,  California,  on  July  2, 
1949,  and  received  a  prescription  for  500  Metandren 
Linguets,  directions,  two  daily;  that  he  called  on 
Dr.  L.  C.  Lowe,  706  South  Hill  Street,  Los  Angeles, 
on  July  1,  1949,  and  obtained  a  prescription  for  500 
Metandren  Linguets,  10-milligrams,  directions,  as 
directed;  that  he  called  on  Dr.  Glenn  E.  Jones,  403 
West  8th  Street,  Los  Angeles,  on  July  1,  1949,  and 
received  [223]  a  prescription  for  500  Metandren 
Linguets,  10-milligrams,  directions,  one  or  two  per 
day;  that  he  called  upon  Dr.  R.  L.  Byron,  1015 
Chapman  Building,  756  South  Broadway,  Los  An- 
geles, on  July  1,  1949,  and  received  a  prescription 
for  500  Metandren  Linguets,  10-milligrams,  direc- 
tions, one  as  directed,  (p.  764-767) 

The  Re-Labeling  of  Said  Products  Subsequent 
to  the  Aforesaid  Judgment  of  Conviction 

Immediately  following  the  judgment  of  conviction 
in  said  criminal  action,  affiant  consulted  with  expert 
counsel  in  labeling  matters  and  legal  counsel  on  the 
subject  of  re-labeling  said  product  so  as  to  conform 
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to  the  objections  made  by  the  Government  and  dis- 
closed by  Government  evidence  in  said  criminal 
action.  In  so  doing,  affiant  had  in  mind  that  said 
Government  witnesses,  with  the  sole  exception  of 
Dr.  Charles  Huggins,  had  testified  that  methyl  tes- 
tosterone was  of  great  value  in  relieving  the  symp- 
toms referred  to  in  the  Information  in  said  criminal 
case  provided  that  the  individual  was  suffering  from 
a  male  hormone  deficiency ;  and  that  said  symptoms 
might,  however,  be  caused  by  conditions  and  diseases 
other  than  a  male  hormone  deficiency,  and  that  only 
a  doctor  could  correctly  diagnose  the  condition. 

Your  affiant  was  well  aware  of  the  allegations  in 
the  Information,  entitled  United  States  of  America 
V.  El-0-Pathic  Pharmacy,  et  al.,  No.  20596,  in  which 
Martin  A.  Clemens  was  likewise  a  defendant,  charg- 
ing that  the  labeling  there  failed  to  warn  the  user 
that  methyl  testosterone  might  accelerate  the  growth 
of  an  incipient  carcinoma  of  the  prostate  and  might 
cause  sterility.  Affiant  alleges  that  in  said  criminal 
Information,  so  filed  against  El-0-Pathic  Pharmacy, 
et  al.,  the  term  "carcinoma  of  the  prostate"  was 
employed  as  distinguished  from  ' '  cancer  of  the  [224] 
prostate."  Therefore,  and  notwithstanding  the  fact 
that  in  the  criminal  action  filed  against  your  affiant 
no  charge  was  made  that  the  warning  statements 
contained  on  his  label  and  represented  by  Exhibits 
"A"  and  "B"  hereto,  did  not  constitute  adequate 
warnings,  nevertheless,  for  the  protection  of  the 
public  and  to  warn  the  user  in  a  manner  consistent 
in  all  respects  to  meet  the  objections  of  the  Govern- 
ment in  the   criminal   action  against  El-0-Pathic, 
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your  affiant  with  the  aid  and  assistance  of  expert 
counsel  aforesaid,  revised  said  warning  statement 
in  the  manner  and  form  displaj^ed  upon  the  labeling 
and  set  forth  more  fully  in  the  Complaint  herein. 
In  all  other  respects  the  labeling  formerly  employed 
by  affiant  was  entirely  discarded  and  entirely  re- 
drafted. In  order  to  eliminate  the  objections  of  the 
Government  that  said  product  should  not  be  con- 
tinued over  a  period  of  time  unless  under  the  super- 
vision of  a  physician,  in  that  sterility  might  be 
caused  thereby  or  a  carcinoma  of  the  prostate  might 
be  accelerated  in  growth  thereby,  affiant  caused  to  be 
placed  on  said  label,  among  other  things,  language  to 
the  effect  that  said  product  should  be  taken,  1  tablet 
upon  arising  before  breakfast,  or  1  tablet  shortly 
before  retiring,  and  that  "the  maintenance  dosage 
can  be  extended  from  3  to  6  months  under  the  super- 
vision of  a  physician.    (Emphasis  added.) 

In  order  to  overcome  the  objections  made  by  the 
Government  in  said  criminal  action  that  an  in- 
dividual layman  could  not  diagnose  his  need  for  said 
product,  affiant  caused  also  to  be  placed  upon  said 
label  directions  as  follows: 

' '  For  use  by  adult  males  deficient  in  male  hormone 
when  small  dosages  of  male  hormone  are  prescribed 
or  recommended  by  a  physician,  for  palliative  relief 
of  such  symptoms."    (Emphasis  added.) 

As  a  further  caution  to  users  of  said  product  that 
a  physician  should  be  consulted  for  the  purpose  of 
determining  [225]  whether  or  not  the  symptoms 
manifested  were  the  result  of  a  male  hormone  de- 
ficiency, and  further,  explanatory  of  the  label  Ian- 
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guage  above  referred  to  that  the  product  was  to  be 
used  when  ''prescribed  or  recommended  by  a  physi- 
cian," affiant  caused  to  be  added  to  said  label  the 
following : 

''It  is  impossible  for  a  layman  to  determine 
whether  he  has  a  male  hormone  deficiency,  as 
similar  symptoms  may  be  caused  by  other  con- 
ditions. Therefore,  before  taking  testosterone 
a  physician  should  be  consulted  since  testos- 
terone will  not  aid  or  relieve  symptoms  not 
associated  with  male  hormone  deficiency." 

During  the  course  of  the  said  criminal  action,  as 
part  of  the  Government's  evidence  directed  against 
the  defendants  El-0-Pathic  Pharmacy,  and  Martin 
A.  Clemens  in  case  No.  20596,  some  witnesses  for 
the  Government  testified  that  should  testosterone  be 
taken  by  young  men  who  are  desirous  of  stimulating 
their  sexual  desire  and  ability  it  might  result  harm- 
fully to  them  imless  under  the  guidance  of  a  physi- 
cian. Therefore,  in  order  to  meet  said  objections, 
affiant  caused  to  be  placed  upon  said  label  the  follow- 
ing: 

"Children  and  young  adults  must  not  use  ex- 
cept under  constant  direct  supervision  of  a 
physician. ' '    (Emphasis  added.) 

In  order  to  meet  the  objections  of  the  Government 
and  the  testimony  of  witnesses  produced  by  the  Gov- 
ernment in  said  criminal  action  in  the  case  of  United 
States  V.  El-0-Pathic  Pharmacy,  et  al..  Claim  No. 
20596,  that  the  labeling  involved  therein  did  not 
contain  adequate  warnings  against  the  use  of  said 
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product  when  carcinoma  of  the  prostate  was  indi- 
cated and  without  adequate  warnings  of  the  use  of 
said  product  might  cause  sterility,  affiant  caused 
to  be  placed  on  said  labeling  the  following  caution- 
ary [226]  language,  and  discarded  the  cautionary 
language  formerly  employed  by  him  and  contained 
on  Exhibits  "A"  and  "B"  hereto  (to  which  no 
objection  was  made  in  said  criminal  action)  : 

"The  male  honnone  should  not  be  taken  by 
anyone  with  carcinoma  of  the  prostate  or  uri- 
nary retention  probably  due  to  carcinoma  of 
the  prostate,  or  by  anyone  with  cardiovascular 
disease,  defects  of  spermatogenesis,  sterility 
whether  absolute  or  partial,  or  debilitation  due 
to  disease.  Caution  should  be  exercised  when 
taking  hormones  for  long  periods  since  they 
have  been  reported  as  inhibiting  spermato- 
genesis. Take  only  as  directed."  (Emphasis 
added.) 

In  response  to  the  allegations  contained  in  the 
Complaint  for  Injunction  herein,  and  the  Affidavits 
filed  in  support  thereof,  that  5-milligrams  of  methyl 
testosterone  has  no  therapeutic  value,  affiant  alleges 
as  follows:  that  the  United  States  Pharmacopoeia 
lists  the  dosage  of  methyl  testosterone  to  be: 

"Average  dose,  sublingual,  5-milligrams"       ' 

That  the  American  Medical  Association,  in  the 
14th  Edition  of  "Useful  Drugs,  1947"  lists  under 
methyl  testosterone  the  following: 

"Dosage:  average  dose,  sublingual,  5-milli- 
grams" 
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That  the  American  Medical  Association  in  its 
publication  ''Epitome  of  the  Pharmacopoeia  of  the 
United  States"  and  the  "National  Formulary,  8th 
Edition,"  list  under  methyl  testosterone  the  follow- 
ing: 

"Sublingual,  5  milligrams,  Methyl  testos- 
terone usually  available  in  tablets  containing 
these  amounts." 

In  addition  thereto  the  witness  Hazen  S.  Parkin- 
son in  the  aforesaid  criminal  action  instituted  and 
tried  against  affiant  [227]  as  aforesaid,  testified 
that  when  he  called  upon  the  Government  witness 
Dr.  Norris  J.  Heckel  he  requested  and  obtained 
from  said  witness  a  prescription  for  500  Methyl 
Testosterone  Linguets,  each  containing  5-milligrams 
of  methyl  testosterone,  and  the  directions  upon  said 
prescription,  so  written  by  said  Government  witness, 
Dr.  Norris  J.  Heckel,  directed  said  Parkinson  to 
take  one  of  said  linguets  per  day. 

Your  affiant  further  alleges  that  in  said  criminal 
action,  United  States  v.  El-0-Pathic  Pharmacy, 
et  al..  No.  20596 — Criminal,  there  was  involved  in 
Counts  XII,  XIII  and  XIV  thereof,  linguets  each 
containing  5-milligrams  of  methyl  testosterone,  but 
that  no  charge  was  made  in  said  Information  or 
otherwise  during  the  course  of  said  trial  that  said 
linguets  contained  no  more  than  5-milligrams  of 
methyl  testosterone  had  no  therapeutic  value. 

Affiant  further  alleges  that  for  approximately 
the  18  months  preceding  the  institution  of  said 
criminal  action  against  him  in  April,  1949,  he  con- 
sistently sold,  offered  for  sale  and  shipped  in  inter- 
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state  and  intrastate  commerce  methyl  testosterone 
containing  no  more  than  5-milligrams  per  tablet 
or  linguet  but  that  no  charge  was  made  in  said 
criminal  action  instituted  against  him,  nor  has  any 
been  made  until  the  filing  of  this  action  that  5-milli- 
grams per  day  of  said  product  had  no  therapeutic 
effect.  Your  affiant  alleges  that  he  had  shipped  said 
product  containmg  no  more  than  5-milligrams  for 
said  period  of  time  (18  months)  and  that  during 
said  period  your  affiant  had  handed  to  inspectors 
of  said  Food  and  Drug  Administration,  who  called 
at  his  place  of  business,  samples  of  said  5-milligram 
product,  and  all  of  this  long  prior  to  the  institution 
of  said  criminal  action  and  during  the  time  that  the 
shipments  charged  in  said  criminal  Information, 
United  States  v.  El-0-Pathic  Pharmacy,  et  al..  No. 
20596,  against  him  took  place. 

Your  affiant  further  alleges  that  he  is  informed' 
and  [228]  believes  and  therefore  alleges  that  the 
law  of  the  State  of  California  does  not,  nor  does  any 
United  States  statute  or  rule  or  regulation  of  any 
administrative  agency  thereof  require  that  methyl 
testosterone  in  linguet  or  tablet  form  be  sold  only 
by  prescription  of  a  physician.  That  notwithstand- 
ing said  fact  the  said  Food  and  Drug  Administra- 
tion of  the  United  States  Government  will  not  ap- 
prove any  labeling  of  such  product  for  sale  without 
prescription  regardless  of  the  warnings  contained 
thereon,  and  regardless  of  the  fact  that  the  labeling 
does,  as  does  the  labeling  subject  of  this  Comj^laint, 
repeatedly  ad\ise  the  user  against  the  use  of  said 
product  except  upon  recommendation  and  under  the 
supervision  of  said  physician. 
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In  addition  thereto  your  affiant  alleges  that  an 
inspector  of  the  Food  and  Drug  Administration, 
^Yorking  out  of  the  Los  Angeles  station  and  whose 
last  name  is  Woussatt,  stated  to  your  affiant  at 
affiant's  place  of  business,  1067  East  Anaheim 
Street,  Long  Beach,  California,  that  the  only  label- 
ing of  methyl  testosterone  that  would  meet  with  the 
approval  of  the  Food  and  Drug  Administration 
was  a  label  which  contained  the  statement : 

"Caution:  to  be  dispensed  only  by  or  on  the 
prescription  of  a  physician." 

and  that  regardless  of  the  extent  or  content  of  the 
labeling  employed  and  accompanying  such  product 
the  Food  and  Drug  Administration  would  never  per- 
mit the  said  product  to  be  sold  over-the-counter  and 
not  on  prescription. 

Subsequent  to  said  Judgment  in  said  criminal 
action  on  July  13,  1949,  affiant  completely  revised 
the  labeling  of  said  product  as  hereinbefore  alleged 
and  on  or  about  September  1,  1949,  affiant  mailed 
circulars  to  retail  druggists  in  California  and  other 
states  throughout  the  United  States  soliciting  their 
business  for  the  purchase  by  them  from  affiant  of 
said  methyl  testosterone  so  re-labeled,  as  aforesaid 
and  as  more  fully  set  forth  [229]  in  the  Complaint 
for  Injunction  herein.  In  connection  with  such 
circularization,  thousands  of  said  circulars  were 
mailed  to  retail  druggists  doing  business  solely 
within  the  state  of  California.  Your  affiant  is  in- 
formed and  believes  and  therefore  alleges  that 
many,  if  not  the  majority,  of  said  druggists  doing 
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business  in  California  are  members  of  the  Southern 
California  Pharmaceutical  Association,  Ltd.,  and 
requested  advise  from  said  Association  whether  said 
product  might  be  sold  bj^  them  over-the-counter 
without  a  prescription. 

Your  affiant  is  further  informed  and  believes  and 
therefore  alleges  that  said  inquiry  was  prompted  by 
reason  of  the  fact  that  following  the  conclusion  in 
said  criminal  action  some  articles  appeared  in  na- 
tional and  local  drug  journals  advising  of  the  out- 
come of  said  action  and  stating  that  as  a  result 
thereof  said  product  could  not  be  sold  except  on 
prescription;  that  on  receipt  of  said  inquiries  from 
said  druggists  said  Southern  California  Phannaceu- 
tical  Association,  Ltd.  on  or  about  September  15, 
1949,  addressed  a  letter  to  Robert  S.  Roe,  Chief  of 
the  Los  Angeles  District  of  the  Food  and  Drug  Ad- 
ministration, and  which  letter  m  words  and  figures 
was  as  follows : 

*' Robert  S.  Roe,  Chief,  Los  Angeles  District, 
Food  and  Drug  Administration, 
1401  So.  Hope  Street, 
Los  Angeles,  California. 

^'Dear  Mr.  Roe: 

"Enclosed  herewith  are  advertising  folders  that 
have  been  distributed  to  Pharmacists  throughout 
Southern  California.  Our  members  have  forwarded 
them  to  us  with  the  question,  '  Can  we  sell  them  over 
the  counter'  without  becoming  subject  to  prosecution 
by  the  Federal  Food  &  Drug  Administration?  [230] 


I 
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^'We  are  at  a  loss  to  know  just  what  to  tell  them 
as  we  were  under  the  impression  Hormones  had 
been  ruled  unsafe  for  self-medication. 

''I  would  appreciate  an  opinion  from  your  office 
regarding  this  practice. 

"Respectfully, 

"GEORGE  O.  BAIRD, 

"Executive  Secretary." 

That  within  a  few  days  after  receipt  of  said  letter 
said  Roe  addressed  a  reply,  as  follows : 

"Dear  Mr.  Baird: 

"I  have  your  letter  of  August  29,  transmitting 
copies  of  advertising  folders  that  have  been  dis- 
tributed to  Pharmacists  throughout  Southern  Cali- 
fornia. This  material  offers  Hormones  for  over  the 
counter  sale  and  you  request  my  comment  on  the 
application  of  the  Federal  Food,  Drug  and  Cosmetic 
Act. 

"It  is  our  view  that  products  containing  sig- 
nificant amounts  of  hormones  are  not  suitable  for 
over  the  counter  distribution,  because  adequate  di- 
rections for  use  and  adequate  warnings  can  not  be 
devised  that  will  enable  the  safe  and  effective  use 
of  such  products  by  the  lay  person.  Consequently, 
such  preparations  should  be  reserved  for  prescrip- 
tion use.  The  over-the-coimter  sale  of  such  products 
received  in  interstate  commerce  would  constitute  a 
violation  of  the  Federal  Act. 

"It  is  our  view  that  products  containing  Thera- 
peutically insignificant  amounts  of  hormones  would 
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be  worthless  and  labeling  [231]  representing  them 
as  hormone  preparations  or  as  preparations  in- 
tended for  use  in  treating  hormone  deficiencies 
would  be  misleading. 

**Very  truly  yours, 

''ROBERT  S.  ROE, 

"Chief,  Los  Angeles  District." 

Affiant  alleges  that  thereafter  said  Southern  Cali- 
fornia Pharmaceutical  Association,  Ltd.,  forwarded 
copies  of  said  exchange  of  correspondence  to  all  of 
its  member  retail  druggists,  and  thereafter  said 
exchange  of  correspondence  appeared  in  national 
and  local  drug  journals. 

Your  affiant  is  informed  and  believes  and  there- 
fore alleges  that  said  Food  and  Drug  Administra- 
tion has  formed  a  policy  to  prevent  the  sale  of 
methyl  testosterone  except  upon  prescription;  re- 
gardless of  the  fact  that  there  is  no  statute,  rule 
or  regulations  preventing  the  sale  except  upon 
prescription;  that  said  Food  and  Drug  Administra- 
tion intend  to  continue  to  harass,  annoy  and  oppress 
your  affiant  by  vexatious  litigation  in  order  that  this 
policy  may  be  carried  into  effect,  and  it  is  hoped 
that  affiant  find  himself  no  longer  financially  able 
to  continue;  that  said  letter  of  said  Robert  S.  Roe 
was  calculated  and  intended  to  destroy  affiant's 
outlets  during  the  pendency  of  this  litigation,  not- 
withstanding the  fact  that  any  or  all  transactions 
had  or  contemplated  between  affiant  and  the  drug- 
gists in  the  State  of  California  would  be  intrastate 
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transactions  and  wholly  removed  from  the  jurisdic- 
tion of  the  Federal  Food  and  Drug  Administration. 
Your  affiant  alleges  that,  as  disclosed  by  said  reply 
of  Robert  S.  Roe,  there  is  no  intimation  or  sugges- 
tion that  the  question  which  is  the  subject  of  his 
letter  is  now  and  was  at  that  time  involved  in  litiga- 
tion before  this  Court. 

/s/  ALLEN  H.  PARKINSON. 

Subscribed  and  sworn  to  before  me  this  3rd  day 
of  November,  1949. 

[Seal]        /s/  EUGENE  M.  ELSON, 

Notary  Public  in  and  for 
Said  County  and  States. 

Exhibit  A 
The  Male  Hormone 

The  discovery  of  the  Male  Sex  Hormone  is  one 
of  the  achievements  of  modern  medicine  on  which 
the  public  is  comparatively  uninformed.  Yet  it  is 
truly  a  tremendous  accomplishment. 

Prof.  Ruzicker,  a  Swiss  chemist,  succeeded  in 
making  Testosterone,  'Hhe  most  potent  male  hor- 
mone" by  s^Tithetic  means;  and  for  this  he  received 
The  1939  Nobel  Prize  in  Chemistry. 

"Science  is  unlocking  the  secrets  of  Male  and 
Female  sex  hormones.  Years  of  scientific  effort 
and  research  have  established  that  these  hormones 
accomplish  many  things  which  up  to  a  few  years 
ago  were  thought  to  be  impossible.  These  discov- 
eries are  far-reaching  and  assisting  millions  of  men 
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and  women  to  lead  happier  lives,  and  are  helping 
to  relieve  some  of  the  many  conditions  associated 
with  middle  age.  [233] 

Male  Hormone  Deficiency 

The  average  man  in  his  late  forties  begins  to 
enter  what  is  called  the  ''Climacteric"  period  of 
which  time  the  body  imdergoes  a  radical  change. 
Although  most  of  these  changes  may  start  during 
middle  age,  they  may  also  show  up  at  almost  any 
time.  As  a  rule  there  may  be  flushes,  sweats  and 
chills.  Lack  of  sexual  power,  impaired  memory, 
irritability,  inability  to  concentrate  on  activities  or 
a  tendency  to  evade  them,  nervousness,  depression, 
general  weakness  and  poor  physical  strength  are 
some  of  the  major  signs  which  are  associated  wdth 
this  declining  period. 

Impotence 

Lack  of  sexual  desire  and  inability  to  perform 
the  sexual  act  is  one  of  the  most  common  complaints 
of  the  male  "climacteric."  When  due  to  deficiency 
of  the  male  sex  hormone,  these  conditions  usually 
respond  to  male  hormone  therapy,  which  assists 
in  restoring  sexual  desire  and  ability  to  fulfill  it. 
In  addition  to  helping  re-establish  potency,  the  male 
sex  hormone  helps  to  relieve  other  conditions  which 
frequently  occur  during  this  period.  [234] 

Results  from  Male  Hormone 

These  social,  sexual,  physical  and  mental  condi- 
tions may  be  relieved  by  the  use  of  the  male  sex 
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hormones,  which  sometimes  bring  about  startling 
changes.  At  first,  it  may  be  noticed  there  is  a 
marked  improvement  in  physical  and  mental  work 
and  a  tonic  action  resulting  in  renewed  vigor.  A 
better  attitude  towards  business  and  social  life  is 
frequentty  observed.  Nervousness,  exhaustion  and 
melancholy  may  disappear  and  in  the  large  majority 
of  instances  the  improvement  may  persist  over  a 
long  period  of  time. 

Many  excellent  Reports  for  the  Non  Professional 
layman  have  already  appeared  in  the  following 
publications : 

Readers  Digest  by  Paul  de  Kruif,  July,  1944 — 
August,  1946. 

Newsweek,  March,  1943. 

Time,  May  28,  1945. 

Newsweek,  May  28,  1945. 

Liberty,  February  2,  1946. 

Paul  de  Kruif 's  sensational  book,  ''The  Male 
Hormone." 

Double   Strength 

Just  One  Tablet  a  Day 

30  Day  Supply $10.00 

90  Day  Supply 30.00 

Regular  Strength 

30  Day  Supply $  5.00 

90  Day  Supply 15.00 
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Mailed  iii  Plain  Package 

Send  Check  or  Money  Order 

C.O.D.'s  Accepted — Plus  Postage 

All  Orders  Sent  Airmail 
Same  Day  Received 

Hudson's 
Multi  Vitamin  Tablets 

At  amazing  savings,  Hudson  leads  the  way  in 
supplying  the  vitamin  needs  of  millions.  Our  multi 
vitamin  tablets,  at  a  price  within  reach  of  all,  now 
include  Folic  Acid,  the  amazing  new  blood-building 
discovery  for  the  growth  of  red  blood  cells. 

Here  combined  in  one  small  capsule,  you  get 
Ten  Vitamins,  including  the  sensational  new 
vitamin  Folic  Acid,  which  has  stirred  the  medical 
world  and  marks  the  greatest  advance  in  blood- 
building  since  the  discovery  of  liver. 

Nowhere  in  America  will  you  find  so  reasonably 
priced,  such  unitage  in  a  single  tablet.  No  matter 
what  vitamins  you  have  used  or  how  much  you 
have  paid  for  them,  you  should  test  the  benefits  of  | 
this  new  multi  vitamin  now. 

Multi  vitamins  are  especially  recommended  while] 
taking  hormones. 
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You  Need  Take  Only  1  Tablet  Daily 

Each  tablet  contains: 

Vitamin  A   (Fish  Liver  Oils) 

Vitamin  D    (Irrad.  Ergosterol) 

Vitamin  Bi  (Thiamin) 

Vitamin  B2  (Riboflavin) 

Vitamin  Be  (Pyridoxine) 

Vitamin  C    (Ascorbic  Acid) 

Calcium  Pantothenate 

Niacin 

PABA 

Inositol 

Choline 

Folic  Acid 

MDR — ^Minimum  Daily  Requirement 

*    — Minimum  Daily  Requirement  Not  Known 

Hudson's  Multi  Vitamin  Tablets 

(l(X)-Day  Supply) $4.95 


5,000  I.U. 

125%  MDR 

500  U.S.P. 

125%  MDR 

3.0  Mg. 

300%  MDR 

2.0  Mg. 

100%  MDR 

0.5  Mg. 

# 

30.0  Mg. 

100%  MDR 

5.0  Mg. 

* 

10.0  Mg. 

* 

1.0  Mg. 

* 

1.0  Mg. 

* 

5.0  Mg. 

* 

0.05  Mg. 

-« 

The  Female  Hormone 

(E  Estradiol) 

The  use  of  Female  sex  hormones  usually  brings 
prompt  relief  from  such  symptoms  as  hot  flashes, 
emotional  disturbances  and  other  manifestations  as- 
sociated with  the  menopause.  A  steady  readjust- 
ment may  be  obtained  from  the  use  of  hormones, 
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which  help  to  overcome  most  menopausal  conditions 
in  women  approaching  or  passing  through  this 
period. 

Double   Strength 

30  Day  Supply $10.00 

90  Day  Supply 30.00 

Regular  Strength 

30  Day  Supply $  5.00 

90  Day  Supply 15.00 

Mailed  in  Plain  Package 

Send  Check  or  Money  Order 

C.O.D.^s  Accepted — Plus  Postage 

All  Orders  Sent  Airmail 
Same  Day  Received 

Relatively  Safe 

The  Male  and  Female  sex  hormones  as  a  rule 
are  relatively  safe  to  use;  however,  they  should 
be  used  cautiously  by  some  individuals.  The  Fe- 
male sex  hormone  should  not  be  used  bj^  women 
with  cancer  or  pre-cancerous  lesions  of  the  breast 
or  genital  organs  and  should  be  used  with  care  by 
women  mth  a  family  history  of  frequent  incidence 
of  breast  or  genital  cancer.  The  Male  sex  hormone 
should  be  carefully  used  by  elderly  men  with  cardio- 
vascular disturbances  and  should  not  be  used  if  there 
is  any  indication  of  cancer  of  the  prostate. 
Caution:     Take  only  as  directed. 
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Hudson  Products  Co. 

341  Harding  St. 
Long  Beach  5,  Calif. 

Hudson  Products  Company 

341  Harding  St.,  Long  Beach  5,  Calif. 

Gentlemen :  Please  rush  my  order  via  first  class  mail 
today. 

No.  Desired  Amount 

Bottles  of  Hudson  Multi  Vitamin  Tablets  (100 

tablets)    $4.95     

Total     

I  am  enclosing  cash ....  check ....  money  order .... 
C.O.D 

Name    

Address    

City Zone ....  State 


All  Hudson  products  are  sold  on  a  money  back  if 
not  satisfied  agreement.  [235] 

Exhibit  B 

The  Story  of  Hormones 

Hudson   Products    Company,    Long   Beach,    Calif. 
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Far-reaching  discoveries  about  male  and  female 
sex  hormones  are  among  the  important  achievements 
of  modern  medicine  on  which  the  general  public  is 
comparatively  uninformed.  Yet  recent  scientific 
research  has  established  beyond  doubt  that  treat- 
ment with  hormones  can  bring  about  human  benefits 
believed  impossible  until  a  few  years  ago. 

As  a  result  of  incessant  experiments  with  first  the 
male  and  then  the  female  hormones,  science  today 
assists  millions  of  men  and  women  to  lead  happier 
lives.  Many  conditions  formerly  thought  to  be  in- 
evitable with  middle  age  can  now  be  relieved. 

For  years   certain  scientists   experimented  with 


El-0-Pathic  Pharmacy,  et  al.,  etc.  251 

extracts  and  compounds  of  the  sex  hormones  without 
satisfying  results.  Then,  in  1935,  came  the  first 
real  step  toward  today's  tremendous  accomplish- 
ments with  hormones — the  isolation  of  a  crystalline 
potent  androgen  from  a  bull's  testes  by  a  man  named 
Laquer  and  his  associates  in  Amsterdam.  Laquer 
called  the  new  substance  "Testosterone."  Today 
methyl  testosterone  is  recognized  as  the  most  potent 
form  of  the  male  hormone. 

Following  Laquer 's  discovery  a  Swiss  chemist. 
Prof.  Ruzicker,  succeeded  in  making  testosterone 
by  synthetic  means.  Ruzicker 's  work  confirmed  the 
structure  of  natural  testosterone  and  won  him  the 
1939  Nobel  Prize  in  Chemistry.  Androgenic  (male 
hormone)  therapy  was  thus  removed  from  the  realm 
of  speculation  and  the  unbiased  scientific  study  of 
the  physiologic  and  therapeutic  activity  of  the  sex 
hormone  began  in  earnest. 

How  Hormones  Affect 
Physical  Development  and  Processes 
From  puberty  to  late  middle  life,  and  sometimes 
even  in  old  age,  the  testes  (stimulated  by  the  an- 
terior pituitary  gland)  produce  appreciable  amounts 
of  the  male  sex  hormone.  Absorbed  into  the  blood 
stream,  which  carries  it  to  all  parts  of  the  body,  the 
male  sex  hormone  has  a  variety  of  functions.  For 
convenience  they  may  be  divided  into  four  groups: 

1.  Influence   on    male    reproductive    organs 

2.  Influence  on  secondary  sex  characteristics 

3.  Influence  on  other  endocrine  glands 

4.  Influence  on  other  organs,  tissues  and  meta- 
bolic processes  [238] 
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How  Hormones  Affect 
Male  Reproductive  Organs 

The  primary  fmiction  of  the  male  sex  hormone 
is  to  regulate  development  and  growth  of  the  male 
reproductive  organs.  Even  before  a  child  is  born, 
male  sex  hormone  production  is  stimulated  by  the 
anterior  pituitary  gland  of  the  mother-to-be,  thus 
exerting  its  effect  on  the  fetus. 

Proper  growth  during  puberty  of  the  penis, 
scrotum,  prostate,  seminal  vesicles,  and  Cowper's 
gland  depends  upon  the  presence  of  the  androgenic 
(male)  hormone.  It  may  also  be  responsible  for 
early  descent  of  the  testes.  The  male  reproductive 
organs  cannot  function  properly  even  after  full 
development  without  an  adequate  supply  of  the  male 
sex  hormone.  Sexual  desire  and  potency  are  en- 
tirely dependent  upon  the  amount  and  activity  of 
the  hormone. 

How  Hormones  Affect 
Secondary  Sex  Characteristics 

An  increase  of  the  androgenic  hormone  during 
puberty  promotes  development  of  secondary  sex 
characteristics.  Accordingly,  in  men,  facial  and 
pubic  hair  appears.  The  masculine  type  of  skeleton 
and  muscles  develop.  Fat  deposits  are  distributed 
in  such  a  way  as  to  form  the  masculine  type  figure. 
The  voice  deepens,  and  the  masculine  behavior  pat- 
tern of  aggressiveness,  vigor,  and  self  confidence 
also  becomes  evident.  It  is  interesting  to  note 
that  marked  muscular  development  has  been  pro- 
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moted  in  animals  and  in  men  by  the  therapeutic 
administration  of  the  male  sex  hormone. 

Concerning  Male  Disorders 
The  Male  Climacteric  or  ''Change  of  Life" 

The  climacteric  in  women  is  clearly  defined  be- 
cause of  cessation  of  menstruation.  Since  men  do 
not  menstruate,  it  was  assumed  for  a  long  time  that 
they  did  not  have  a  climacteric.  The  male  climac- 
teric develops  gradually,  progresses  slowly,  and  may 
occur  relatively  early  or  late  in  life.  Thus  it  often 
represents  a  complex  and  confusing  diagnostic 
problem. 

During  this  transitional  period  of  involuntional 
gonadal  changes,  some  men  are  subject  to  a  variety 
of  distressing  and  discouraging  complaints  which 
may  seriously  interfere  with  their  capacity  for  work 
or  enjoyment  of  leisure.  Symptoms  which  are 
troublesome  in  one  patient  may  be  entirely  absent 
in  another,  and  concomitant  complaints  of  non- 
hormonal  origin  may  add  to  the  diagnostic  difficul- 
ties of  a  particular  case. 

Although  manifestations  of  the  male  climacteric 
are  ]nost  frequent  in  patients  in  their  forties  and 
fifties  (the  average  age  in  women  is  40.8),  the 
possibility  of  hormonal  imbalance  must  not  be  over- 
looked in  younger  men.  Cases  in  the  fourth  and 
seventh  decades  of  life  are  by  no  means  uncommon. 
For  men  from  50  to  65  who  complain  of  vague  and 
often  apparently  unrelated  symptoms  (and  who 
under  careful  study  reveal  signs  of  the  climacteric) 
use  of  methyl  testosterone  has  been  urged.   [239] 
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Symptoms  of  the  Male  Climacteric 

The  discomfort  men  suffer  during  the  climacteric 
results  principally  from  subjective  rather  than 
objective  symptoms.  These  symptoms  are  classified 
as  (1)  nervous,  (2)  circulatory,  and  (3)  general. 

Nervous  Symptoms 

Practically  all  patients  who  can  be  considered 
to  be  suffering  from  this  condition  have  a  feeling  of 
nervous  tension  or  '^intense  subjective  nervousness." 
There  is  "inward  tremulousness "  which  is  aggra- 
vated by  fatigue  or  excitement.  Many  are  nervous 
and  irritable  to  the  extent  that  they  are  exception- 
ally hard  to  get  along  with.  Ordinarily  small 
mishaps,  arguments  and  annoyances  which  are 
normally  of  little  importance  occasion  considerable 
nervous  and  mental  disturbance.  Many  patients 
complain  that  they  wake  up  at  night  and  find  their 
hands  and  arms,  or  feet  and  legs,  numb.  There 
may  also  be  itching,  prickling,  or  tingling  of  the 
skin.  Headaches  of  the  non-migrainous  type  often 
occur.  The  two  types  of  headache  which  are  most 
important  from  a  diagnostic  point  of  view  are  (1) 
those  in  which  there  is  a  feeling  of  great  weight 
upon  the  head  or  a  feeling  of  pressure;  and  (2) 
those  in  which  the  pain  may  radiate  to  the  neck 
over  the  back  of  the  shoulders  and  down  the  spine. 
The  latter  type  headache  may  last  from  a  few  hours 
to  several  days,  often  causing  the  patient  to  com- 
plain of  a  mental  haziness  for  days. 

A  decrease  in  the  ability  to  concentrate  and  faulty 
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memory  is  frequently  complained  of,  and  depression 
or  melancholia  are  often  encountered.  Intellectual 
changes  in  male  climacteric  patients  have  been 
described  as  ^'lack  of  interest  in  social  and  business 
life,  lack  of  mental  concentration  and  energy  .  .  . 
a  feeling  of  inadequacy  or  impotency.  Occasionally 
the  individual  conceives  himself  to  be  useless,  hope- 
less and  burdensome." 

Circulatory  Symptoms 

Hot  flashes  occurred  in  about  a  third  of  recent 
case  studies.  They  are  usually  of  short  duration  but 
are  very  uncomfortable  and  patients  sometimes  com- 
pare them  to  feelings  of  smothering.  They  may 
be  accompanied  by  sweating  and  chilly,  creepy 
sensations. 

General  Symptoms 

This  group  of  symptoms  includes  tiring  easily, 
decrease  in  potency  and  libido,  constipation  and 
the  tendency  to  gain  excessive  weight. 

Vague  digestive  complaints  and  precordial,  angina 
pectoris-like  pains  may  also  be  outstanding  symp- 
toms. Urinary  symptoms,  such  as  frequency, 
nocturia,  dribbling  and  inability  to  start  urinary 
stream  are  invariably  associated  with  changes  in 
the  prostate  and  seminal  vesicles. 

Treatment  for  Male  Climacteric 

The  gratifying  effectiveness  of  replacement 
therapy  with  male  hormones  in  the  male  climacteric 
has  been  confirmed  by  a  large  number  of  observers. 
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Adequate  hormone  therapy  produces  in  many  cases 
*' genuinely  desirable  results."  Patients  who  have 
feared  they  might  be  mental  cases  because  of  de- 
pression and  nervous  instability  gradually  regain 
confidence  in  their  mental  reactions  and  decisions. 
Patients  usually  report  that  they  regain  their  grip 
on  life  shortly  after  the  start  of  treatment,  and  their 
capacity  for  mental  and  physical  work  is  often 
notably  increased.  [240] 

Impotence 

As  has  already  been  mentioned,  decreased  sexual 
desire  or  complete  impotence  may  accompany  the 
male  climacteric,  though  it  may  occur  also  at  other 
times.  Indeed,  adequate  sexual  competence  de- 
pends upon  the  integrated  co-operation  of  several 
factors.  Anatomic,  hormonal,  neurologic,  psycho- 
logic, and  emotional  components  are  involved  in  the 
attainment  of  full  potency.  Impotence  may  be 
caused  by  a  disturbance  of  one  or  several  of  these 
factors. 

When  impotence  is  caused  by  male  sex  hormone 
deficiency,  replacement  therapy  with  methyl  testo- 
sterone is  indicated.  In  most  cases  this  will  restore 
sexual  desire,  potency  and  genital  tract  tone  with 
adequate  sexual  competence.  At  the  same  time 
there  is  often  an  improvement  in  physical  and 
mental  mal-conditions.  Methyl  testosterone  is  espe- 
cially beneficial  in  young  and  middle  aged  men  with 
diminished  potency,  who  were  formerly  normal. 
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The  Female  Hormone 

Women,  too,  can  find  extraordinary  benefits  in 
the  therapeutic  administration  of  the  sex  hormone. 
Prompt  relief  is  obtainable  from  such  unpleasant 
menopause  disturbances  as  hot  flashes,  emotional 
upsets  and  other  "change  of  life"  manifestations. 
A  steady  readjustment  may  occur  through  the  use 
of  the  natural  hormone,  which  helps  overcome  most 
menopausal  conditions  in  women  approaching  or 
passing  through  this  period. 

Hormonal  Treatment 
for  Breast  Development 

Small  or  undeveloped  breasts  are  frequently  a 
cause  of  worry  to  some  women.  In  the  form  of  a 
specially  prepared  and  medically  approved  oint- 
ment, the  female  sex  hormone  used  for  therapy 
produces  a  direct  action  on  the  mammary  gland. 
Applied  directly  to  the  breast,  this  hormonal  oint- 
ment stimulates  growth  considerably,  yet  helps  re- 
tain the  pointed  shape  of  the  young  breast.  The 
desired  stimulation  results  from  a  re-vitalized  con- 
centration of  the  sex  hormone  in  the  body  tissue. 
Marked  results  are  obtainable  after  60  to  90  days 
use. 

25  Day  Supply  of  Ointment 

(125,000  International  Units) $12.95 

21/2  Month  Supply  of  Ointment 

(375,000  International  Units) $33.95 
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Warning : 

Although  both  male  and  female  sex  hormones  are 
relatively  safe  to  use  as  a  rule,  scientific  tests  prove 
that  they  should  not  be  used  by  anyone  suffering 
from  cancer.  Neither  should  they  be  used  by  per- 
sons suffering  from  serious  heart  trouble.  Also, 
hormone  therapy  should  be  used  with  caution  by 
senile  men  in  whom  excessive  stimulation  of  waning 
sex  power  may  be  physiologically  undesirable.  [241] 

New  Low  Prices 

The  Male  Hormone 

30  day  supply 10.00 

90  day  supply 30.00 

The  Female  Hormone 

30  day  supply $  5.00 

90  day  supply 15.00 

Mailed  in  plain  package  Air  Mail  same  day  order 
received.     Send  cash,  check  or  money  order. 

C.O.D.  you  pay  postage. 

Hudson  Products   Co. 

341  Harding   St. 
Long  Beach  5,  Calif. 

Rceipt  of  copy  acknowledged. 

[Endorsed] :    Filed  November  3,  1949.  [242] 
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[Title  of  District  Court  and  Cause,  No.  10391-PH.] 

AMENDMENT  TO  THE  ANSWER 

As    a    Separate    Affirmative    Defense    Defendants 
Allege : 

I. 

That  for  some  time  last  past  and  now  the  Food 
and  Drug  Administration  of  the  Federal  Security 
Agency  of  the  United  States  Government  has  in- 
terpreted, applied  and  enforced  and  does  now  in- 
terpret, apply  and  enforce  Section  502(f)(1)  of 
the  Federal  Food,  Drug  and  Cosmetic  Act  in  an 
arbitrary,  capricious  and  unlawful  manner,  wherein 
and  whereby  defendants  herein  are  deprived  of 
their  property  and  liberty  without  due  process  of 
law  in  violation  of  Article  V  of  the  Amendments 
to  the  Constitution  of  the  United  States  in  the 
following  particulars : 

That  officers,  agents  and  representatives  and  em- 
ployees [246]  of  said  Food  and  Drug  Administra- 
tion of  the  United  States  Government  have 
uniformly  enforced,  applied  and  interpreted  Sec- 
tion 502(f)(1)  of  said  Food,  Drug  and  Cosmetic 
Act  to  mean  that  the  term  "adequate  directions  for 
use"  as  used  in  said  Section  enables  and  empowers 
them  to  decide  and  determine  whether  a  particular 
drug  and  particularly  methyl  testosterone  sold  by 
defendants  should  or  should  not  be  sold  over  the 
counter  to  lay-persons  regardless  of  the  statements 
and  contents  of  the  labeling  thereon;  that  should 
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said  officers  of  said  Administration  determine  and 
decide  that  a  particular  drug  and  particularly 
methyl  testosterone  sold  by  the  defendants  should 
not  be  sold  except  on  the  prescription  of  a  physician, 
no  directions  for  use  for  sale  of  said  product  over 
the  counter  to  lay-persons  can  be  adequate  and  that 
the  only  manner  in  which,  under  such  circumstances, 
the  requirement  that  "adequate  directions  for  use" 
be  provided  on  the  labeling  is  to  provide  thereon 
that  said  product  should  be  sold  only  by  or  on  the 
prescription  of  a  physician.  Notwithstanding  the 
fact  that  there  exists  no  act  of  Congress  or  rule 
or  regulation  by  any  Federal  administrative  body 
or  tribunal  prohibiting  the  sale  of  said  product 
except  on  prescription. 

By  reason  of  said  arbitrary,  capricious  and  in- 
valid interpretation  of  said  statute  applied  and 
enforced  by  said  Administration  and  the  officers, 
agents  and  employees  thereof  defendants  are  not  nor 
are  any  of  them  enabled  to  know  whether  at  any 
time  any  drug  product  sold  by  tHem  is  or  is  not 
in  the  opinion  of  said  Food  and  Drug  Administra- 
tion a  product  which  may  be  sold  over  the  counter 
to  lay-persons  regardless  of  the  statements  and  con- 
tents of  the  labeling  thereon  or  should  be  sold  only 
on  the  prescription  of  a  physician. 

By  reason  of  said  interpretation,  application  and 
enforcement  of  said  statute  defendants  herein  are 
subjected  to  possible  prosecution  under  said  Fed- 
eral Food,  Drug  and  Cosmetic  [247]  Act  at  each 
time  a  shipment  of  a  drug  product  is  made  in  inter- 
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state  commerce,  depending  entirely  upon  the  whim, 
opinion,  decision  or  belief  of  said  Food  and  Drug 
Administration  rather  than  upon  the  provisions  of 
said  Section  502(f)(1)  of  the  Federal  Food,  Drug 
and  Cosmetic  Act. 

By  reason  of  said  interpretation,  application,  and 
enforcement  of  said  statute  as  against  these  defend- 
ants they  are  deprived  of  their  liberty  and  property 
without  due  process  of  law  in  violation  of  Article 
V  of  the  Amendments  to  the  Constitution  of  the 
United  States. 

II. 

Defendants  further  allege  that  should  said  Sec- 
tion 502(f)(1)  of  the  Federal  Food,  Drug  and 
Cosmetic  Act,  properly  interpreted,  empower  said 
Food  and  Drug  Administration  to  apply  and  en- 
force said  Section  as  hereinbefore  alleged,  then  said 
Section  502(f)(1)  of  the  Federal  Food,  Drug  and 
Cosmetic  Act  constitutes  an  invalid  delegation  of 
legislative  authority  to  an  administrative  body,  to 
wit:  The  Food  and  Drug  Administration  of  the 
Federal  Security  Agency  of  the  United  States. 

HOWLETT  and  ELSON, 

By  /s/  EUGENE  M.  ELSON, 

Attorneys  for  Defendants. 
Duly  verified. 

[Endorsed] :    Filed  November  10,  1949.  [248] 
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[Title  of  District  Court  and  Cause  No.  10391-PH] 

STIPULATION 

It  Is  Hereby  Stipulated  between  counsel  for  the 
respective  parties,  as  follows: 

I. 

That  there  is  on  file  with  the  Clerk  of  the  above- 
entitled  Court  in  United  States  of  America  vs.  El- 
0-Pathic  Pharmacy,  et  al.,  Civil  Action  No.  10266- 
PH,  among  other  things,  ''Points  and  Authorities 
in  Opposition  to  Order  to  Show  Cause  re  Prelimi- 
nary Injunction";  "Supplemental  Points  and  Au- 
thorities in  Opposition  to  Order  to  Show  Cause  re 
Preliminary  Injunction";  "Supplemental  Affidavit 
of  Martin  A.  Clemens"  (having  to  do  with  the  al- 
legation in  the  Complaint  for  Injunction  that  5- 
milligrams  per  day  of  methyl  testosterone  do  not 
have  any  therapeutic  value);  "Supplemental  [250] 
Affidavit  of  Martin  A.  Clemens,"  dated  October 
21,  1949  (attaching  labeling  used  in  connection  withj 
certain  patent  medicines  described  therein) ;  and] 
"Affidavit  of  Eugene  M.  Elson."  That  the  afore- 
said documents  were  filed  by  the  defendants  in  said 
action  in  opposition  to  the  order  to  show  cause  is- 
sued therein  why  preliminary  injunction  should  notj 
issue  as  prayed  for. 

11. 

That  the  aforesaid  affidavits,  and  each  of  them,] 
alleged  matters  and  things  which  are  claimed  by  th( 
defendants  to  be  pertinent  to  the  response  of  thel 
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defendants  in  the  above-entitled  action  to  the  order 
to  show  cause  issued  therein  why  a  preliminary  in- 
junction should  not  issue,  and  that  said  affidavits, 
and  each  of  them,  so  filed  in  said  action,  entitled 
United  States  of  America  vs.  El-0-Pathic  Pharm- 
acy, a  corporation,  et  al..  Civil  Action  No.  10266- 
PH,  may  be  considered  by  the  Court  and  counsel 
with  the  same  force  and  effect  as  though  the  same 
had  been  filed  herein  by  ih^  defendants  herein  in 
opposition  to  the  order  to  show  cause  issued  herein. 

III. 

That  said  "Points  and  Authorities  in  Opposition 
to  Order  to  Show  Cause  re  Preliminary  Injunc- 
tion"; and  ''Supplemental  Points  and  Authorities 
in  Opposition  to  Order  to  Show  Cause  re  Prelimi- 
nary Injunction"  so  filed  in  said  action  entitled 
United  States  of  America  vs.  El-0-Pathic  Pharm- 
acy, et  al.,  No.  10266-PH,  may  be  considered  by  the 
Court  and  counsel  with  the  same  force  and  effect  as 
though  the  same  had  been  filed  herein  in  response  to 
the  order  to  show  cause  why  preliminary  injunc- 
tion should  not  issue  herein,  provided,  however,  that 
counsel  for  defendants  herein  may  file  on  behalf  of 
the  defendants  in  this  action  points  and  authorities 
in  opposition  to  said  order  to  show  cause,  indicating 
any  additional  points  and  authorities  applica])le  to 
this  action  alone,  and  indicating  therein  any  portion 
of  the  aforesaid  points  and  authorities  and  supple- 
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mental  points  and  authorities  which  are  not  [251] 
applicable  to  this  action. 

Dated:     November  10,  1949. 

HOWLETT  and  ELSON, 

/s/  EUGENE  M.  ELSON, 

Attorneys  for  Defendants. 

JAMES  M.  CARTER, 

United  States  Attorney, 

CLYDE  C.  DOWNING, 
Assistant  United  States  Attorney,  Chief  Civil  Di- 
vision, 

/s/  TOBIAS  G.  KLINGER, 
Assistant   United   States  Attorney,  Attorneys   for 
United  States  of  America. 

It  Is  So  Ordered  this  10th  day  of  November,  1949. 
/s/  HARRY  C.  WESTOVER, 

United  States  District  Judge. 

Receipt  of  Copy  acknowledged. 

[Endorsed]:    Filed  November  10,  1949.  [252] 
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In  the  United  States  District  Court  for  the  South- 
ern District  of  California,  Central  Division 

Civil  No.  10391-HW 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 
vs. 

HUDSON  PRODUCTS  COMPANY,  a  Corpora- 
tion, and  its  Subsidiary  Firm  Doing  Business 
Under  the  Fictitious  Name  and  Style,  MAY- 
WOOD  PHARMACAL  COMPANY,  and 
ALLEN  H.  PARKINSON,  an  Individual, 

Defendants. 

FINDINGS  OF  FACT  AND  CONCLUSIONS  OF 
LAW  ON  PRAYER  FOR  PRELIMINARY 
INJUNCTION 

This  Court,  having  considered  the  pleadings,  affi- 
davits, briefs,  and  oral  arguments  relating  to  the 
plaintiff's  prayer  for  a  Preliminary  In j miction  in 
this  cause,  and  having  denied  said  prayer  on  Janu- 
ary 11,  1950,  now  makes  the  following  Findings  of 
Fact  and  Conclusions  of  Law,  but  expressly  re- 
frains from  making  any  determination  with  respect 
to  the  ultimate  issues  of  fact  and  law : 

Findings  of  Fact 

(1)  If  the  defendants  are  violating  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  the  public  interest 
can  be  substantially  protected  by  an  early  trial  on 
the  plaintiff's  prayer  for  a  Permanent  Injunction. 
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(2)  This  case  was  set  for  trial  in  this  Court  on 
January  24,  1950,  [254]  on  the  plaintiff's  prayer  for 
a  Permanent  Injunction,  and  on  stipulation  of  the 
parties  the  trial  date  was  continued  until  January 
31,  1950. 

Conclusions  of  Law 

(1)  Where  the  United  States  seeks  a  Prelimi- 
nary Injunction  to  prevent  alleged  violations  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act,  and  it  ap- 
pears that  an  early  trial  can  be  had  on  the  prayer 
for  a  Permanent  Injunction  w^hich  will  substantially 
protect  the  public  interest  involved,  a  Preliminary 
Injunction  should  not  issue. 

(2)  The  plaintiff's  prayer  for  a  Preliminary  In- 
junction is  denied. 

Dated:     Jan.  30th,  1950. 

/s/  HARRY  C.  WESTOVER, 

United  States  District  Judge. 

Judgment  entered  Jan.  30,  1950. 

Receipt  of  Copy  acknowledged. 

[Endorsed] :     Filed  January  30,  1950.  [255] 


[Title  of  District  Court  and  Cause  No.  10391-HAV 
Civil.] 

STIPULATION  AS  TO  RECORD 
In  order  that  this  case  may  be  disposed  of  as 
quickly  as  possible. 

It  Is  Stipulated  by  the  parties  hereto,  through 
their  respective  counsel,  that  the  complete  record  of 
this  case  shall  consist  of  the  following  documents, 
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all  of  which  are  filed  in  Civil  No.  10391-HW,  unless 
otherwise  stated: 

(1)  The  Complaint  for  Injunction  filed  by  the 
plaintiff ; 

(2)  The  supporting  affidavits  filed  by  the  plain- 
tiff together  with  their  exhibits — namely,  the  affi- 
davits of  Mr.  Robert  S.  Roe,  Dr.  Clinton  Hobart 
Thienes,  Dr.  Elmer  Belt,  and  Dr.  Ian  Macdonald; 

(3)  Judge  McCormick's  Order  To  Show  Cause, 
dated  September  29,  1949; 

(4)  Stipulation,  Consent,  and  Order,  signed  by 
Judge  Peirson  M.  Hall,  dated  October  20,  1949, 
continuing  hearing  on  Order  to  Show  Cause ; 

(5)  Answer  and  Amendment  to  the  answer  filed 
by  the  defendants ;  [256] 

(6)  Stipulation  Permitting  Filing  of  Amend- 
ment to  Answer,  dated  November  10, 1949 ; 

(7)  The  two  Supplemental  Affidavits  of  Martin 
A.  Clemens  filed  in  Civil  No.  10266-HW ; 

(8)  Affidavit  of  Eugene  M.  Elson  filed  in  Civil 
No.  10266-HW; 

(9)  Stipulation  dated  November  10,  1949,  that 
certain  affidavits  and  briefs  filed  in  Civil  No.  10266 
may  be  considered  by  the  Court  in  the  instant  case ; 

(10)  Affidavit  of  Allen  H.  Parkinson ; 

(11)  Findings  of  Fact  and  Conclusions  of  Law 
of  Judge  Westover  denying  plaintiff's  prayer  for 
a  Preliminary  Injunction; 
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(12)  Supplemental  affidavit  of  Robert  S.  Roe 
filed  in  Civil  No.  10266,  subject  to  any  objections  as 
to  relevancy  and  materiality ; 

(13)  Affidavit  of  Walter  F.  McRae  filed  in  Civil 
No.  10266,  except  paragraph  (3)  thereof  and  except 
Exhibit  A  attached  to  said  affidavit,  subject  to  any 
objections  as  to  relevancy  and  materiality; 

(14)  The  Information  filed  by  the  Grovemment 
in  United  States  v.  Allen  H.  Parkinson,  No.  20642- 
Criminal  (S.D.  Calif.)  ; 

(15)  The  complete  transcript  of  proceedings,  in- 
cluding exhibits  in  the  case  of  United  States  v.  El- 
0-Pathic  Pharmacy  et  al..  No.  20596-Criminal, 
(S.D.  Calif.),  which  was  tried  together  with  the 
case  described  in  paragraph  (14)  of  this  Stipula- 
tion, shall  be  considered  part  of  the  record  of  this 
case  subject  to  any  objections  as  to  its  relevancy 
and  materiality;  provided,  that  it  is  expressly  un- 
derstood (a)  that  none  of  the  evidence  in  said  tran- 
script pertaining  to  the  danger  of  using  testosterone 
under  certain  circumstances  was  introduced  as 
against  said  Parkinson,  defendant  in  No.  20642- 
Criminal,  and  (b)  that  there  was  no  charge  made 
by  the  Government  in  No.  20642-Criminal  that  the 
warning  statement  on  the  labeling  which  related  to 
the  testosterone  products  there  involved  was  not 
adequate ; 

(16)  Stipulation  and  Order  filed  January  17, 
1950,  continuing  the  trial  in  this  cause  for  one 
week;  [257] 
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(17)  If  Mr.  Hazen  Parkinson  were  called  to  tes- 
tify in  this  proceeding,  he  would  testify,  if  per- 
mitted, in  accordance  with  the  offer  of  proof  set 
forth  on  pages  762-767  of  the  transcript  of  record 
described  in  paragraph  (15)  of  this  Stipulation. 

ERNEST  A.  TOLIN, 

United    States   Attorney, 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney, 
Chief  of  Civil  Division, 

/s/  TOBIAS  G.  KLINGER, 

Assistant  U.  S.  Attorney, 
Attorneys  for  Plaintiff. 

HOWLETT  and  ELSON, 

By  /s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 

[Endorsed]:     Filed  January  31,  1950.  [258] 


[Title  of  District  Court  and  Cause  No.  10391-HW.] 

STIPULATION  AS  TO  RECORD 

It  is  hereby  stipulated  between  counsel  for  the 
respective  parties  in  the  above-entitled  action  as 
follows : 

1.  The  answer  of  Hudson  Products  Company,  a 
corporation;  Hudson  Products  Company,  a  corpor- 
ation doing  business  as  Maywood  Pharmacal  Com- 
pany ;  and  Allen  H.  Parkinson,  an  individual,  here- 
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tofore  filed  in  the  above-entitled  action,  in  para- 
graph IV  thereof,  inadvertently  described  Exhibit 
"  C "  attached  to  said  Answer  and  constituting  page 
10  of  said  Answer  as  the  carton  label  used  by  Hud- 
son Products  Company,  a  corporation,  prior  to  Au- 
gust 26,  1949.  Said  designation  was  in  error  and  in 
fact  said  carton  label  designated  Exhibit  "C"  as 
aforesaid  is  the  carton  label  used  by  Hudson  Prod- 
ucts Company,  a  corporation,  doing  [262]  business 
as  Maywood  Pharmacal  Company  since  August  26, 
1949. 

2.  Said  paragraph  IV  of  said  Answer  incorrectly 
referred  to  Exliibit  ''D"  thereto  and  constituting 
page  11  of  said  Answer  as  the  bottle  label  used  by 
Hudson  Products  Company,  a  corporation,  prior  to 
August  26,  1949.  Said  designation  was  in  error  and 
in  fact  said  bottle  label  Exhibit  "D"  was  used  by 
said  Hudson  Products  Company,  a  corporation,  since 
August  26,  1949. 

3.  Said  paragraph  IV  of  said  Answer  incorrectly 
referred  to  Exhibit  ^'E"  to  said  Answer,  and  consti- 
tuting page  12  of  said  Answer,  as  the  carton  label 
used  by  said  Hudson  Products  Company,  a  corpora- 
tion, doing  business  imder  the  fictitious  firm  name  of 
Maywood  Pharmacal  Company,  since  August  26, 
1949.  Said  carton  label  was  in  fact  used  by  Hudson 
Products  Company,  a  corporation,  as  such,  and  not 
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doing  business  under  the  fictitious  firm  name  of  May- 
wood  Pharmacal  Company  prior  to  August  26,  1949. 
Dated  this  14th  day  of  April,  1950. 

ERNEST  A.  TOLIN, 

United  States  Attorney. 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney, 
Chief  of  Civil  Division. 

/s/  GEORGE  E.   DANIELSON, 
Assistant  U.  S.  Attorney, 
Attorneys  for  Plaintiff. 

/s/  EUGENE  M.  ELSON, 

Attorney  for  Defendants. 

[Endorsed] :     Piled  April  14,  1950.  [263] 


[Title  of  District  Court  and  Cause  No.  10391-HW] 

FINDINGS  OF  FACT  AND 
CONCLUSIONS  OF  LAW 

Plaintiff  having  filed  a  Complaint  praying  for 
a  preliminary  injunction  and  for  a  permanent  in- 
junction; and  the  defendants  having  appeared  and 
answered;  and  the  Court  having  denied  the  prayer 
for  a  preliminary  injunction;  and  the  cause  having 
come  on  for  trial  on  the  plaintiff's  prayer  for  a 
permanent  injunction;  and  this  cause  having  been 
consolidated  for  trial  with  U.  S.  v.  El-0-Pathic 
Pharmacy,  et  al..  No.   10-266-HW   Civil;  and  the 
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parties  having  offered  documentary  evidence  by 
stipulation;  the  Court  now  makes  the  following 
Findings  of  Fact  and  Conclusions  of  Law  as  re- 
quired by  Rule  52(a)  of  the  Federal  Rules  of  Civil 
Procedure : 

Findings  of  Fact 

(1)  Defendant  Hudson  Products  Company  is  a 
corporation  having  its  principal  place  of  business 
at  1067  East  Anaheim  Street,  Long  Beach,  Cali- 
fornia. [264] 

(2)  Said  Hudson  Products  Company  also  trades 
under  the  fictitious  name  and  style  of  Maywood 
Pharmacal  Company  at  6812  Hollywood  Boulevard, 
Hollywood,  California.  All  mail  orders  received  by 
the  defendant  Maywood  Pharmacal  Company  are 
filled  and  mailed  by  the  defendant  Hudson  Products 
Company. 

(3)  Defendant  Allen  H.  Parkinson  resides  in  the 
County  of  Los  Angeles,  California,  within  the  juris- 
diction of  this  Court.  He  is  the  president  of  said 
Hudson  Products  Company  and  is  primarily  re- 
sponsible for  its  policies  and  activities. 

(4)  Defendant  Parkinson  trading  as  Hudson 
Products  Company  was  convicted  in  this  Court  on 
July  13,  1949,  in  Docket  No.  20642-Criminal,  of 
violating  the  Federal  Food,  Drug,  and  Cosmetic  Act 
by  reason  of  their  distribution  of  misbranded  male 
and  female  hormone  drugs. 

(5)  There  is  no  evidence  that  said  defendants 
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have  continued  the  distribution  of  female  hormone 
drugs  since  July  13, 1949. 

(6)  Subsequent  to  July  13,  1949,  said  defend- 
ants have  changed  the  labeling  of  the  male  hormone 
drugs  which  they  distribute.  They  will  probably 
continue  the  interstate  distribution  of  said  drugs 
as  presently  labeled  on  a  large  scale  unless  re- 
strained from  so  doing  by  this  Court. 

(7)  The  male  hormone  drugs  which  defendants 
ship  interstate  on  mail  order  consist  of : 

(a)  Methyl  Testosterone  linguets  (5  milligrams) 

(b)  Methyl  testosterone  combined  with  a  small 
amount  of  Vitamin  Bl  in  linguet  form  (5  milli- 
grams) 

These  drugs  are  sold  in  quantities  ranging  from  30 
tablets  to  180  tablets  per  package. 

(8)  Said  defendants  do  not  require  a  physician's 
prescription  in  their  sale  of  said  drugs. 

(9)  The  labels  which  defendants  use  on  said 
drugs  are  those  which  are  set  forth  in  paragraphs 
6  and  7  of  the  Complaint,  and  which  also  comprise 
Exhibits  C  and  D  of  the  Answer  filed  by  the  de- 
fendants. 

(10)  The  labeling  of  each  of  the  male  hormone 
drugs  which  said  defendants  distribute  uses  the 
word  "physician"  four  times  in  such  phrases  as 
*' under  supervision  of  a  physician."  Said  labeling 
includes  a  statement  that  a  physician  should  be  con- 
sulted before  taking  testosterone. 
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(11)  The  labeling  of  each  of  said  drugs  contains 
adequate  directions  for  use. 

(12)  The  labeling  of  each  of  said  drugs  con- 
tains adequate  warnings. 

(13)  The  plaintiff  has  not  sustained  its  burden 
of  proof  with  respect  to  its  allegations  in  issue. 

(14)  The  plaintiff  has  not  established  that  a  5 
milligram  linguet  of  methyl  testosterone  taken  once 
daily  is  ineffective  in  the  treatment  of  male  hor- 
mone deficiency. 

Conclusions  of  Law 

(1)  This  Court  has  jurisdiction  over  the  subject 
matter  of  this  cause  and  the  parties  thereto. 

(2)  The  male  hormone  drugs  distributed  by  de- 
fendants Allen  H.  Parkinson  and  Hudson  Products 
Company  are  not  misbranded  within  the  meaning  of 
21  U.S.C.  352(f)  (1)  since  the  suggestion  in  the 
labeling  of  said  drugs  that  they  be  taken  in  consul- 
tation with  a  physician  constitutes  adequate  direc- 
tions for  use. 

(3)  The  male  hormone  drugs  distributed  by  said 
defendants  are  not  misbranded  within  the  meaning 
of  21  U.S.C.  352(f)  (2)  since  the  suggestion  in  the 
labeling  of  said  drugs  that  they  be  taken  in  consul- 
tation with  a  physician  constitutes  adequate  warn- 
ings against  use  in  those  pathological  conditions 
where  their  use  may  be  dangerous  to  health. 

(4)  The  male  hormone  drugs  distributed  by  said 
defendants  are  not  misbranded  within  the  meaning 
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of  21  U.S.C.  352(a)  since  it  has  not  been  established 
that  the  daily  intake  of  methyl  testosterone  in 
linguet  form  is  ineffective  in  the  treatment  of  male 
hormone  deficiency. 

(5)     The  plaintiff's  prayer  for  a  permanent  in- 
junction is  denied. 

Dated:     May  22nd,  1950. 

/s/  HARRY  C.  WESTOVER, 

United  States  District  Judge. 

Affidavit  of  service  by  mail  attached. 
[Endorsed] :     Filed  May  22,  1950.  [266] 


In  the  United  States  District  Court  in  and  for  the 
Southern  District  of  California,  Central  Di- 
vision 

No.  10,391-HW  Civil 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 

vs. 

HUDSON  PRODUCTS  COMPANY,  et  al.. 

Defendants. 

JUDGMENT 

Plaintiff  having  filed  a  Complaint  praying  for  a 
preliminary  injunction  and  for  a  permanent  injunc- 
tion;   and    the    defendants    having    appeared    and 
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answered;  and  the  Court  having  denied  the  prayer 
for  a  preliminary  injunction ;  and  the  cause  having 
come  on  for  trial  on  the  plaintiff's  prayer  for  a 
permanent  injunction;  and  this  cause  having  been 
consolidated  for  trial  with  United  States  v.  El-0- 
Pathic  Pharmacy,  et  al.,  No.  10,266-HW  Ci^il;  and 
the  parties  having  offered  documentary  evidence  by 
stipulation ;  the  Court  having  filed  Fiudings  of  Fact 
and  Conclusions  of  Law  as  required  by  Rule  52(a) 
of  the  Federal  Rules  of  Civil  Procedure ; 

It  is  Therefore  Ordered,  Adjudged,  and  Decreed 
that  the  plaintiff's  prayer  for  a  permanent  injunc- 
tion be,  and  is  hereby  denied,  and  that  the  Com- 
plaint for  In j  miction  be,  and  is  hereby,  dismissed. 

Dated:     May  22nd,  1950. 

/s/  HARRY  C.  WESTOVER, 

U.  S.  District  Court  Judge. 

Judgment  entered  May  22nd,  1950. 
[Endoi^ed] :     Filed  May  22, 1950.  [268] 


[Title  of  District  Court  and  Cause  No.  10266-HW] 

and 

[Title  of  District  Court  and  Cause  No.  10391-HW] 

NOTICE  OF  APPEAL 

Notice  Is  Hereby  Given  that  the  United  States 
of  America,  plaintiff  above  named,  hereby  appeals 
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to  the  United  States  Court  of  Appeals  for  the  Ninth 
Circuit  from  the  final  judgment  entered  in  the  above 
actions  on  May  22,  1950. 

Dated:     July  17,  1950. 

ERNEST  A.  TOLIN, 

United  States  Attorney. 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney, 
Chief,  Civil  Division. 

/s/  GEORGE  E.  DANIELSON, 
Assistant  United   States  Attorney,   Attorneys   for 
United  States  of  America,  Plaintiff. 

Affidavit  of  Service  by  Mail  attached. 
[Endorsed] :     Filed  July  19,  1950.  [412] 


[Title  of  District  Court  and  Cause  No.  10266-HW] 

and 

[Title  of  District  Court  and  Cause  No.  10391-HW] 

STATEMENT  OF  POINTS  ON  WHICH  AP- 
PELLANT INTENDS  TO  RELY  ON  THE 
. APPEAL 

Appellant  hereby  states  the  points  upon  which  it 
intends  to  rely  on  appeal:  [415] 

(1)     The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  bears  adequate  direc- 
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tions   for  use,   within   the  meaning   of   21   U.S.C. 
352(f)(1). 

(2)  The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  bears  adequate  warn- 
ings, within  the  meaning  of  21  U.S.C.  352(f)(2), 
against  use  in  those  pathological  conditions  where 
their  use  may  be  dangerous  to  health. 

(3)  The  District  Court  erred  in  holding  that 
appellees'  drugs  are  not  dangerous  to  health,  within 
the  meaning  of  21  U.S.C.  352(j),  when  used  in  the 
dosage,  or  with  the  frequency  or  duration  pre- 
scribed, recommended,  or  suggested  in  the  labeling. 

(4)  The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  [the  5-milligram  methyl 
testosterone  linguets,  and  the  combination  methyl 
testosterone  and  Vitamin  B-1  linguets]  is  not  false  or 
misleading  within  the  meaning  of  21  U.S.C.  352(a). 

(5)  The  District  Court  erred  in  holding  that 
appellant  failed  to  establish  that  the  daily  intake 
of  5  milligrams  of  methyl  testosterone  in  linguet 
form  is  ineffective  in  the  treatment  of  male  hormone 
deficiency. 

(6)  The  District  Court  erred  in  holding  that 
appellees'  drugs  are  not  misbranded  within  the 
meaning  of  21  U.S.C.  352(a),  (f)(1),  (f)(2),  and 
(J). 

(7)  The  District  Court  erred  in  holding  that 
appellant  failed  to  sustain  its  burden  of  proof. 
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(8)  The  District  Court  erred  in  refusing  to  issue 
permanent  injunctions  as  prayed  to  restrain  the 
appellees  from  further  violations  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

Respectfully  submitted, 

ERNEST  A.  TOLIN, 

United  States  Aatorney. 

CLYDE  C.  DOWNING, 

Assistant  U.  S.  Attorney, 
Chief  of  Civil  Division. 

/s/  GEORGE  E.  DANIELSON, 
Assistant  U.  S.  Attorney. 

[Endorsed]  :    Filed  July  19,  1950.  [416] 


[Title  of  District  Court  and  Cause.  No.  20596] 

INFORMATION 

(21  U.S.C.  331  and  333  and  352— Introduction  into 
interstate  commerce  of  misbranded  drugs) 

Count  I 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(2)  and 
352(j)] 

The  United  States  Attorney  charges: 
That  Martin  A.  Clemens,  an  individual,  trading 
and   doing   business  under   the   firm   name   M.   A. 
Clemens  Pharmacy  at  Los  Angeles,  State  of  Cali- 
fornia,   did,    within   the    Central    Division    of    the 
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Southern  District  of  California,  on  or  about  Novem- 
ber 1,  1947,  in  violation  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Los  Angeles,  State  of  California,  for  de- 
livery to  Phoenix,  State  of  Arizona,  consigned  to 
John  R.  Winch,  a  box  containing  a  number  of  tab- 
lets of  a  drug; 

That  displaj^ed  upon  said  box  was  the  following 
labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  horaione  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  [269]  makes  possible 
the  convenience  of  oral  administration  in  applying 
androgenic  therapy.  The  oral  dose  of  methyl  tes- 
tosterone is  about  1-2  tablets  daily. 

Trial  Size  $  2.00 

Box  30  Tablets 10.00 

Box  60  Tablets 19.00 

Box  100  Tablets  Professional  Size..   29.95 

Send  Mail  Orders  to  M.  A.  Clemens  (Pharmacist) 

426  So.  Spring  St.  Room  502-503       MAdison  6-4171 

Los  Angeles  13,  Calif. 

That  accompanying  said  drug,  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled  "Male  and  Female  Sex  Hormones": 
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That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning  of 
21  U.S.C.  352(a),  in  that  the  aforesaid  labeling  of 
said  drug  contained  statements  which  represented 
and  suggested  that  said  drug  would  stimulate  growth 
and  development  of  the  sex  organs  and  the  male  sex 
characteristics,  such  as  distribution  of  hair,  muscular 
development  and  depth  of  voice ;  that  said  drug  would 
correct  lack  of  sexual  power  and  impotence ;  that  said 
drug  would  relieve  and  postpone  the  many  conditions 
associated  with  middle  age  and  would  improve  the 
sense  of  well  being;  that  said  drug  constituted  an 
adequate  treatment  for  flushes,  sweats,  and  chills, 
impaired  memory,  inability  to  concentrate  on  activ- 
ities and  tendency  to  evade  them,  nervousness,  de- 
pression, general  weakness  and  lack  of  physical 
strength;  that  the  use  of  said  drug  would  result  in 
improved  physical  and  mental  work  and  would  exert 
a  tonic  action  resulting  in  renewed  vigor;  and  that 
said  drug  would  impart  a  better  attitude  toward 
social  life  and  would  cause  nervousness,  exhaustion 
and  melancholy  to  disappear  in  the  average  man  in 
his  late  forties,  which  said  statements  were  false 
and  misleading  in  that  said  drug  in  the  average 
man  in  his  late  forties,  would  not  stimulate  [270] 
growth  and  development  of  the  sex  organs  and  of 
the  male  sex  characteristics,  such  as  distribution  of 
hair,  muscular  development  and  depth  of  voice; 
said  drug  would  not  correct  lack  of  sexual  power 
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and  impotence;  said  drug  would  not  relieve  and 
postpone  the  many  conditions  associated  with  mid- 
dle age  and  would  not  improve  the  sense  of  well 
being;  said  drug  would  not  constitute  an  adequate 
treatment  for  flushes,  sweats,  and  chills,  impaired 
memory,  inability  to  concentrate  on  activities  and 
tendency  to  evade  them,  nervousness,  depression, 
general  weakness  and  lack  of  physical  strength ;  the 
use  of  said  drug  would  not  result  in  improved 
physical  and  mental  work  and  would  not  exert  a 
tonic  action  resulting  in  renewed  vigor;  and  said 
drug  would  not  impart  a  better  attitude  towards 
social  life  and  would  not  cause  nervousness,  ex- 
haustion and  melancholy  to  disappear; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)  (2),  in  that  the  labeling 
of  said  drug  failed  to  bear  such  adequate  warnings 
against  use  in  those  pathological  conditions  where 
its  use  may  be  dangerous  to  health  in  such  manner 
and  form  as  are  necessary  for  the  protection  of 
users,  in  that  each  tablet  of  said  drug  contained  25 
milligrams  of  male  hormone  (methyl  testosterone) 
and  the  labeling  of  said  drug  failed  to  warn  that 
its  use  may  result  in  sterility  and  its  use  by  indi- 
viduals with  early  and  incij^ient  carcinoma  of  the 
prostate  may  result  in  acceleration  of  the  malignant 
growth ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as   aforesaid,   was   further  misbranded   within   the 
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meaning  of  21  U.S.C.  352(j),  in  that  said  drug  was 
dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  con- 
taining 25  milligrams  of  male  hormone  in  each 
tablet  with  the  frequency  prescribed,  recommended 
and  [271]  suggested  in  the  labeling,  to  wit,  as  di- 
rected on  the  box  label,  "1-2  tablets  daily"  and  as 
dire-cted  in  the  aforesaid  circular,  "One  tablet  a 
day,"  would  be  dangerous  to  health  since  such  use 
of  said  drug  may  result  in  sterility,  and  such  use 
by  individuals  with  early  and  incipient  carcinoma 
of  the  prostate  may  result  in  acceleration  of  the 
malignant  growth.  [272] 

Count  II. 

[21    U.S.C.    331(a),   333(a),    352(a),    252(f)(2) 
and  352(3)] 

The  United  States  Attorney  further  charges: 

That  El-0-Pathie  Pharmacy,  Inc.,  a  corpora- 
tion, organized  and  existing  under  the  laws  of  the 
State  of  California,  and  trading  and  doing  busi- 
ness at  Los  Angeles,  State  of  California,  and  Martin 
A.  Clemens,  an  individual,  at  the  time  hereinafter 
mentioned,  manager  and  director  of  said  corpora- 
tion, did,  within  the  Central  Division  of  the 
Southern  Distri<!t  of  California  on  or  about  October 
30,  1947,  in  violation  of  the  Federal  Food,  Druff, 
and  Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
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merce  at  Los  Angeles,  State  of  California,  for  de- 
livery to  Phoenix,  State  of  Arizona,  consigned  to 
John  E.  Winch,  a  box  containing  a  number  of 
tablets  of  a  drug; 

That  displayed  upon  said  box  was  the  following 
labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  applying 
androgenic  therapy.  The  oral  dose  of  methyl  tes- 
tosterone is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box  30  Tablets 10.00 

Box  60  Tablets 19.00 

Box  100  Tablets  Professional  Size . .   29.95 

Send  Mail  Orders  to   El-0-Pathic   Pharmacy 
11091/2  No.  Western  Ave.  Hollywood  27,  Calif. 

Hollywood  1722 

Note :  Please  understand  this  trial  size  is  simply 
an  introductory  package  and  for  marked  results 
treatment  must  be  continued  over  a  [273]  30-day 
period. 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled,  "Male  and  Female  Sex  Hormones"; 
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That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning 
of  21  U.S.C.  352(a),  in  that  the  aforesaid  labeling 
of  said  drug  contained  statements  which  represented 
and  suggested  that  said  drug  would  stimulate 
growth  and  development  of  the  sex  organs  and  the 
male  sex  characteristics,  such  as  distribution  of 
hair,  muscular  development  and  depth  of  voice; 
that  said  drug  would  correct  lack  of  sexual  power 
and  impotence;  that  said  drug  would  relieve  and 
postpone  the  many  conditions  associated  with  middle 
age  and  would  improve  the  sense  of  well  being ;  that 
said  drug  constituted  an  adequate  treatment  for 
flushes,  sweats,  and  chills,  impaired  memory,  in- 
ability to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength;  that  the  use 
of  said  drug  would  result  in  improved  physical  and 
mental  work  and  would  exert  a  tonic  action  result- 
ing in  renewed  vigor;  and  that  said  drug  would 
impart  a  better  attitude  towards  social  life  and 
would  cause  nervousness,  exhaustion  and  melan- 
<^holy  to  disappear  in  the  average  man  in  his  late 
forties,  which  said  statements  were  false  and  mis- 
leading in  that  said  drug  in  the  average  man  in  his 
late  forties  would  not  stimulate  growth  and  develop- 
ment of  the  sex  organs  and  of  the  male  sex  char- 
acteristics, such  as  distribution  of  hair,  muscular 
development  and  depth  of  voice;  said  drug  would 
not  correct  lack  of  sexual  power  and  impotence; 
said  drug  would  not  relieve  and  postpone  the  many 
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conditions  associated  with  middle  age  and  would 
not  improve  the  sense  of  well  being;  said  drug 
would  not  constitute  an  adequate  treatment  for 
flushes,  sweats,  and  chills,  impaired  memory,  in- 
ability to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength;  the  use  of  said 
drug  [274]  would  not  result  in  improved  physical 
and  mental  work  and  would  not  exert  a  tonic  action 
resulting  in  renewed  vigor;  and  said  drug  would 
not  impart  a  better  attitude  towards  social  life  and 
would  not  cause  nervousness,  exhaustion  and  melan- 
choly to  disappear; 

That  said  drug,  when  caused  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce as  aforesaid,  was  further  misbranded  within 
the  meaning  of  21  U.S.C.  352(f)(2),  in  that  the 
labeling  of  said  drug  failed  to  bear  such  adequate 
warnings  against  use  in  those  pathological  condi- 
tions where  its  use  may  be  dangerous  to  health  in 
such  manner  and  form  as  are  necessary  for  the 
protection  of  users,  in  that  each  tablet  of  said  drug 
contained  25  milligrams  of  male  hormone  (methyl 
testosterone)  and  the  labeling  of  said  drug  failed 
to  warn  that  its  use  may  result  in  sterility  and  its 
use  by  individuals  with  early  and  incipient  car- 
cinoma of  the  prostate  may  result  in  acceleration 
of  the  malignant  growth; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  IT.S.C.  352 (j),  in  that  said  drui^  was 
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dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  con- 
taining 25  milligrams  of  male  hormone  in  each  tab- 
let with  the  frequency  prescribed,  recommended  and 
suggested  in  the  labeling,  to  wit,  as  directed  on  the 
box  label,  "1-2  tablets  daily"  and  as  directed  in 
the  aforesaid  circular,  "One  tablet  a  day,"  would 
be  dangerous  to  health  since  such  use  of  said  drug 
may  result  in  sterility,  and  such  use  by  individuals 
with  early  and  incipient  carcinoma  of  the  prostate 
may  result  in  acceleration  of  the  malignant  growth. 

Count  III. 

[21  U.S.C.  331(a),  333(a)  and  352(a)] 

The  United  States  Attorney  further  charges: 

That  El-0-Pathic  Pharmacy,  Inc.,  a  corporation, 
organized  and  existing  under  the  laws  of  the  State 
of  California,  and  trading  and  doing  business  at 
Los  Angeles,  State  of  California,  and  Martin  A. 
Clemens,  an  individual,  at  the  time  hereinafter  men- 
tioned, manager  and  director  of  said  corporation, 
didy  within  the  Central  Division  of  the  Southern 
District  of  California,  on  or  about  December  28, 
1947,  in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  unlawfully  cause  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
at  Los  Angeles,  State  of  California,  for  delivery  t<^ 
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Phoenix,  State  of  Arizona,  consigned  to  John  R. 
Winch,  a  box  containing  a  number  of  dosules  of  a 
drug; 

That  displayed  upon  said  box  was  the  following 
labeling : 

Menformon  Dosules* 

Reg.  U.  S.  Pat.  Off. 

' '  Roche-Organon ' ' 

(Female  Sex  Hormone  Ointment  in  Individual 
Dose  Containers  for  Accuracy  of  Dosage) 

Each  Dosule  contains  1  gram  of  ointment.  The 
active  ingredient  of  Menformon  Dosules  is  Non- 
Crystalline  Estrone  in  natural  combination  with 
insignificant  quantities  of  Other  Naturally  Occur- 
ring Female  Sex  Hormones  (equilin  and  equilenin) 
derived  from  pregnant  mare's  urine.  The  content 
of  estrogenic  substances  present  in  each  dosule  rep- 
resents the  estrus  producing  activity  of  2000  Inter- 
national Units  of  0.2  mg.  of  standard  crystalline 
ketohydroxyestratriene  (estrone) . 

For  External  Use  Only 

*The  term  "Dosules"  is  a  trade  mark  designating 
individual  dose  containers  supplied  by  the  owner  of 
the  trade  mark. 

Roche-Organon,  Inc.  Nutley,  New  Jersey  [276] 

For  Application: 

1.  Puncture  the  tip  of  the  Dosule  tube  with  pin 
or  other  pointed  instrument. 
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2.  Squeeze  out  all  the  ointment  spreading  it  over 
a  wide  area  for  quick  absorption. 

3.  Now  rub  in  briskly  for  several  minutes  (usually 
five  or  more)  until  all  the  ointment  is  well 
rubbed  in. 

Caution :  To  be  dispensed  only  by  or  on  the  pre- 
scription of  a  physician.  Prescribed  dose  should  not 
be  exceeded. 

Note :  A  leaflet  giving  dose  schedules  and  thera- 
peutic indications  has  been  prepared  for  the  con- 
venience of  physicians.  For  safe  use,  physicians  are 
urged  to  obtain  a  copy  in  the  event  they  are  not 
familiar  with  the  preparation.  24702 

Keep  in  a  Cool  Place 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled,  "Male  and  Female  Sex  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning 
of  21  U.S.C.  352(a),  in  that  the  aforesaid  labeling 
of  said  drug  contained  statements  which  repre- 
sented and  suggested  that  said  drug  would  be 
efficacious  to  develop  the  female  breasts,  to  stimu- 
late mammary  growth  and  result  in  definite  breast 
growth  of  considerable  degree,  and  that  said  drug 
would  be  efficacious  in  the  treatment  of  under- 
developed breasts  which  statements  in  said  circular 
were  false  and  misleading  in  that  said  drug  would 
not  be  efficacious  for  such  purposes.  [277] 
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Count  IV. 

[21  U.S.C.  331(k),  333(a),  352(a)  and  352(j)] 
The  United  States  Attorney  further  charges: 

That  Roche-Organon,  Inc.,  trading  and  doing 
business  at  Nutley,  State  of  New  Jersey,  did,  on  or 
about  August  6,  1947,  ship  in  interstate  commerce 
from  ISTutley,  State  of  New  Jersey,  to  Los  Angeles, 
State  of  California,  consigned  to  the  Mote  Corn- 
pan}^,,  a  bottle  containing  a  number  of  tablets  of  a 
drug,  to  wit,  methyl  testosterone; 

That  thereafter,  to  wit,  on  or  about  August  27, 
1947,  the  said  Mote  Company  did  sell  and  deliver 
to  M.  A.  Clemens  Pharmacy  at  Los  Angeles,  State 
of  California,  said  bottle  containing  said  tablets  of 
drug; 

That  thereafter,  to  wit,  on  or  about  November  18, 
1947,  and  while  said  tablets  of  drug  contained  in 
said  bottle  were  being  held  for  sale  after  shipment 
in  interstate  commerce  at  the  said  ^I.  A.  Clemens 
Pharmacy  at  Los  Angeles,  State  of  California,  Mar- 
tin A.  Clemens,  an  individual,  trading  and  doing 
business  as  M.  A.  Clemens  Pharmacy  at  Los  An- 
geles, State  of  California,  the  defendant  herein,  did 
at  Los  Angeles,  State  of  California,  within  the 
Central  Division  of  the  Southern  District  of  Cali- 
fornia, cause  to  be  removed  a  quantity  of  said  drug, 
namely,.  5  tablets,  from  said  bottle  and  did  cause  to 
be  repacked  said  5  tablets  of  said  drug  so  removed 
into  an  envelope  and  did  cause  to  be  sold  and  dis- 
posed of  said  envelope  containing  said  tablets  of 
said   drug  to   one   Robeit;   C.   Brandenburg  solely 
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upon  the  surrender  by  said  Robert  C.  Brandenburg 
of  money  in  payment  therefor; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid,  was  the  following  labeling: 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highlj^ 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  [278]  apply- 
ing androgenic  therapy.  The  oral  dose  of  methyl 
testosterone  is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  M.  A.  Clemens  (Pharmacist) 
426  So.  Spring  St.,  Room  502-503    MAdison  6-4171 

Los  Angeles  13,  Calif. 

That  on  or  about  November  18,  1947,  and  while 
said  tablets  of  drug  were  held  for  sale  after  shij)- 
nient  in  interstate  commerce  as  aforesaid,  the  said 
Martin  A.  Clemens,  did  at  Los  Angeles,  State  of 
California,  cause  certain  additional  labeling  relating 
to  said  drug,  namely,  a  circular  entitled  "Male  and 
Female  Sex  Hormones,"  to  accompany  said  tablets 
of  drug; 

That  said  act  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  afore- 
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said  resulted  in  said  tablets  of  drug  in  said  envelope 
being  misbranded  within  the  meaning  of  21  U.S.C. 
352(a),  in  that  the  aforesaid  labeling  of  said  drug 
contained  statements  which  represented  and  sug- 
gested that  said  drug  would  stimulate  growth  and 
development  of  the  sex  organs  and  the  male  sex 
characteristics,  such  as  distribution  of  hair,  muscu- 
lar development  and  depth  of  voice ;  that  said  drug 
would  correct  lack  of  sexual  power  and  impotence; 
that  said  drug  would  relieve  and  postpone  the  many 
conditions  associated  with  middle  age  and  would  im- 
prove the  sense  of  well  being;  that  said  drug  con- 
stituted an  adequate  treatment  for  flushes,  sweats, 
and  chills,  impaired  memory,  inability  to  concen- 
trate on  activities  and  tendency  to  evade  them, 
nervousness,  depression,  general  weakness  and  lack 
of  physical  strength;  that  the  use  of  said  drug 
would  result  in  improved  physical  and  mental  work 
and  would  exert  a  tonic  action  resulting  in  renewed 
vigor;  and  that  said  drug  would  impart  a  better 
attitude  towards  social  life  and  would  cause  nerv- 
ousness, exhaustion  and  melancholy  to  [279]  dis- 
appear in  the  average  man  in  his  late  forties,,  which 
said  statements  were  false  and  misleading  in  that 
said  drug  in  the  average  man  in  his  late  forties 
would  not  stimulate  growth  and  development  of  the 
sex  organs  and  of  the  male  sex  characteristics,  such 
as  distribution  of  hair,  muscular  development  and 
depth  of  voice;  that  said  drug  would  not  correct 
lack  of  sexual  power  and  impotence,  said  drug 
would  not  relieve  and  postpone  the  many  condi- 
tions  associated  with  middle   age  and  would  not 
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improve  the  sense  of  well  being;  said  drug  would 
not  constitute  an  adequate  treatment  for  flushes, 
sweats,  and  chills,  impaired  memory,  inability  to 
concentrate  on  activities  and  tendency  to  evade 
them,  nervousness,  depression,  general  weakness  and 
lack  of  physical  strength;  the  use  of  said  drug 
would  not  result  in  improved  physical  and  mental 
work  and  would  not  exert  a  tonic  action  resulting 
in  renewed  vigor;  and  said  drug  would  not  impart 
a  better  attitude  towards  social  life  and  would  not 
cause  nervousness,  exhaustion  and  melancholy  to 
disappear ; 

That  said  act  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  afore- 
said resulted  in  said  tablets  of  drug  in  said  en- 
velope being  further  misbranded  within  the  mean- 
ing of  21  U.S.C.  352 (j)y  in  that  said  drug  was 
dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  con- 
taining 25  milligrams  of  male  hormone  in  each  tab- 
let with  the  frequency  prescribed,  recommended  and 
suggested  in  the  labeling,  to  wit,  as  directed  in  the 
aforesaid  circular,  "One  tablet  a  day,"  would  be 
dangerous  to  health  since  such  use  of  said  drug  may 
result  in  sterility,  and  such  use  by  individuals  with 
early  and  incipient  carcinoma  of  the  prostate  may 
result  in  acceleration  of  the  malignant  growth; 

That  said  act  by  said  defendant  of  causing  said 
circular  to  accompany  said  tablets  of  drug  as  afore- 
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said,  was  an  act  done  by  said  defendant  while  said 
drug  was  being  held  for  sale  after  shipment  in  in- 
terstate commerce  as  aforesaid,  which  resulted  in 
said  tablets  of  [280]  drug  in  said  envelope  being 
misbranded  as  aforesaid  in  violation  of  21  U.S.C. 
331  (k).  [281] 

Count  V. 

[21  U.S.C,  331(k),  333(a),  and  352(j)] 
The  United  States  Attorney  further  charges: 
That  Roche-Organon,  Inc.,  trading  and  doing 
business  at  Nutley,  State  of  New  Jersey,  did,  on  or 
about  August  6,  1947,  ship  in  interstate  commerce 
from  Nutley,  State  of  New  Jersey,  to  Los  Angeles, 
State  of  California,  consigned  to  the  Mote  Com- 
pany, a  bottle  containing  a  number  of  tablets  of  a 
drug,  to  wit,  methyl  testosterone; 

That  thereafter,  to  wit,  on  or  about  August  27, 
1947,  the  said  Mote  Company  did  sell  and  deliver 
to  M.  A.  Clemens  Pharmacy  at  Los  Angeles,  State 
of  California,  said  bottle  containing  said  tablets  of 
drug; 

That  thereafter,  to  wit,  on  or  about  November  18, 
1947,  and  while  said  tablets  of  drug  contained  in  said 
bottle  were  being  held  for  sale  after  shipment  in 
interstate  commerce  at  the  said  M.  A.  Clemens 
Pharmacy  at  Los  Angeles,  State  of  California, 
Martin  A.  Clemens,  an  individual,  trading  and  doing 
business  as  M.  A.  Clemens  Pharmacy  at  Los  An- 
geles, State  of  California,  the  defendant  herein,  did 
at  Los  Angeles,  State  of  California,,  within  the  Cen- 
tral Division  of  the  Southern  District  of  California, 
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cause  to  be  removed  a  quantity  of  said  drug, 
namely,  5  tablets,  from  said  bottle  and  did  cause  to 
be  repacked  said  5  tablets  of  said  drug  so  removed 
into  an  envelope  and  did  cause  to  be  sold  and  dis- 
posed of  said  envelope  containing  said  tablets  of 
said  drug  to  one  Robert  C.  Brandenburg  solely  upon 
the  surrender  by  said  Robert  C.  Brandenburg  of 
money  in  payment  tberef  or ; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid,  was  the  following  labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  [282]  apply- 
ing androgenic  therapy.  The  oral  dose  of  methyl 
testosterone  is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  M.  A.  Clemens  (Pharmacist) 
426  So.  Spring  St.,  Room  502-503      MAdison  6-4171 

Los  Angeles  13,  Calif. 

That  said  act  of  causing  the  removal,  repacking 
and  disposal  as  aforesaid  resulted  in  said  tablets  of 
drug  in  said  envelope  being  misbranded  within  the 
meaning  of  21  U.S.C.  352(j),  in  that  said  drug  was 
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dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  con- 
taining 25  milligrams  of  male  hormone  in  each 
tablet  with  the  frequency  prescribed,  reconmiended 
and  suggested  in  the  labeling,  to  wit,  as  directed  on 
the  label,  "1-2  tablets  daily"  would  be  dangerous 
to  health  since  such  use  of  said  drug  may  result  in 
sterility,  and  such  use  b}'  individuals  with  early  and 
incipient  carcinoma  of  the  prostate  may  result  in 
acceleration  of  the  malignant  growth ; 

That  said  act  by  said  defendant  of  causing  the 
removal  from  said  bottle  repacking  into  said  en- 
velope and  disposal  of  said  tablets  of  drug  as  afore- 
said, was  an  act  done  by  said  defendant  while  said 
drug  was  being  held  for  sale  after  shipment  in  in- 
terstate commerce  as  aforesaid,  which  resulted  in 
said  tablets  of  drug  in  said  envelope  being  mis- 
branded  as  aforesaid  in  violation  of  21  U.S.C. 
331  (k).  [283] 

Count  VI. 

[21  U.S.C.  331(k),  333(a),  352(a)  and  352(j)] 
The  United  States  Attorney  further  charges: 

That  Schering  Corporation,  trading  and  domg 
business  at  Bloomfield,  State  of  New  Jersey^  did,  on 
or  about  October  10,  1947,  ship  in  interstate  com- 
merce from  Bloomfield,  State  of  New  Jersey,  to  Los 
Angeles,  State  of  California,  consigned  to  Forum 
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Drug  Co.,  a  carton  containing  a  number  of  tablets 
of  a  drug,  to  wit,  methyl  testosterone ; 

That  thereafter,  to  wit^  on  or  about  October  16, 
1947,  the  said  Forum  Drug  Co.,  did  sell  and  deliver 
to  M.  A.  Clemens  Pharmacy  at  Los  Angeles,  State 
of  California,  said  carton  containing  said  tablets 
of  drug; 

That  thereafter,  to  wit,  on  or  about  October  27, 
1947,  and  while  said  tablets  of  drug  contained  in 
said  carton  were  being  held  for  sale  after  shipment 
in  interstate  commerce  at  the  said  M.  A.  Clemens 
Pharmacy  at  Los  Angeles,  State  of  California,  Mar- 
tin A.  Clemens,  an  individual,  trading  and  doing 
business  as  M.  A.  Clemens  Pharmacy  at  Los  An- 
geles, State  of  California,  the  defendant  herein,  did 
at  Los  Angeles,  State  of  California,  within  the 
Central  Division  of  the  Southern  District  of  Cali- 
fornia, cause  to  be  removed  a  quantity  of  said  drug, 
namely,  5  tablets,  from  said  carton  and  did  cause 
to  be  repacked  said  5  tablets  of  said  drug  so  re- 
moved into  an  envelope  and  did  cause  to  be  sold 
and  disposed  of  said  envelope  containing  said 
tablets  of  said  drug  to  one  Allan  T.  Spiher, 
Jr.,  solely  upon  the  surrender  by  said  Allan  T. 
Spiher,  Jr.,  of  money  in  payment  therefor; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid  was  the  following  labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.   The  a^-ail- 
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ability  of  methyl  testosterone  [284]  makes  possible 
the  convenience  of  oral  administration  in  applying 
androgenic  therapy.  The  oral  dose  of  methyl  tes- 
tosterone is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  M.  A.  Clemens  (Pharmacist) 
426  So.  Spring  St.,  Room  502-503     MAdison  6-4171 

Los  Angeles  13,  Calif. 

That  on  or  about  October  27,  1947,  and  while  said 
tablets  of  drug  were  held  for  sale  after  shipment  in 
interstate  commerce  as  aforesaid,  the  said  Martin 
A.  Clemens,  did  at  Los  Angeles,  State  of  California, 
cause  certain  additional  labeling  relating  to  said 
drug,  namely,  a  circular  entitled  "Male  and  Fe- 
male Sex  Hormones,"  to  accompany  said  tablets 
of  drug; 

That  said  act  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  aforesaid 
resulted  in  said  tablets  of  drug  in  said  envelope 
being  misbranded  within  the  meaning  of  21  U.S.C. 
352(a),  in  that  the  aforesaid  labeling  of  said  drug 
contained  statements  which  represented  and  sug- 
gested that  said  drug  would  stimulate  groTV'th  and 
development  of  the  sex  organs  and  the  male  sex 
characteristics,  such  as  distribution  of  hair,  mus- 
cular development  and  depth  of  voice;  that  said 
drug  would  correct  lack  of  sexual  power  and  im- 
potence; that  said  drug  would  relieve  and  post- 
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pone  the  many  conditions  associated  with  middle 
age  and  would  improve  the  sense  of  well  being; 
that  said  drug  constituted  an  adequate  treat- 
ment for  flushes,  sweats,  and  chills,  impaired  mem- 
ory, inability  to  concentrate  on  activities  and  ten- 
dency to  evade  them,  nervousness,  depression,  gen- 
eral weakness  and  lack  of  physical  strength;  that 
the  use  of  said  drug  would  result  in  improved  physi- 
cal and  mental  work  and  would  exert  a  tonic  action 
resulting  in  renewed  vigor;  and  that  said  drug 
would  impart  a  better  attitude  towards  [285]  social 
life  and  would  cause  nervousness,  exhaustion  and 
melancholy  to  disappear  in  the  average  man  in  his 
late  forties,  which  said  statements  were  false  and 
misleading  in  that  said  drug  in  the  average  man  in 
his  late  forties  would  not  stimulate  growth  and 
development  of  the  sex  organs  and  of  the  male  sex 
characteristics,  such  as  distribution  of  hair,  mus- 
cular development  and  depth  of  voice;  that  said 
drug  would  not  correct  lack  of  sexual  power  and 
impotence,  said  drug  would  not  relieve  and  postpone 
the  many  conditions  associated  with  middle  age  and 
would  not  improve  the  sense  of  well  being;  said 
drug  would  not  constitute  an  adequate  treatment 
for  flushes,  sweats,  and  chills,  impaired  memory, 
inability  to  concentrate  on  activities  and  tendency 
to  evade  them,  nervousness,  depression,  general 
weakness  and  lack  of  physical  strength;  the  use  of 
said  drug  would  not  result  in  improved  physical  and 
mental  work  and  would  not  exert  a  tonic  action 
resulting  in  renewed  vigor ;  and  said  drug  would  not 
impart   a  better  attitude  towards  social  life  and 
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would  not  cause  nervousness,  exhaustion,  and  mel- 
ancholy to  disappear ; 

That  said  act  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  aforesaid 
resulted  in  said  tablets  of  drug  in  said  envelope 
being  further  misbranded  within  the  meaning  of  21 
U.S.C.  352(j),  in  that  said  drug  was  dangerous  to 
health  when  used  in  the  dosage  and  with  the  fre- 
quency prescribed,  recommended  and  suggested  in 
its  labeling,  since  each  tablet  of  said  drug  contained 
25  milligrams  of  male  hormone  (methyl  testos- 
terone) and  the  use  of  a  drug  containing  25  milli- 
grams of  male  hormone  in  each  tablet  with  the 
frequency  prescribed,  recommended  and  suggested 
in  the  labeling,  to  wit,  as  directed  in  the  aforesaid 
circular,  "One  tablet  a  day,"  would  be  dangerous 
to  health  since  such  use  of  said  drug  may  result  in 
sterility,  and  such  use  by  individuals  with  early  and 
incipient  carcinoma  of  the  prostate  may  result  in 
acceleration  of  the  malignant  growth; 

That  said  act  by  said  defendant  of  causing  said 
circular  to  accompany  said  tablets  of  drug  as  afore- 
said, was  an  act  done  by  said  defendant  while  said 
drug  was  being  held  for  sale  after  shipment  [286] 
in  interstate  commerce  as  aforesaid,  which  resulted 
in  said  tablets  of  drug  in  said  envelope  being  mis- 
branded  as  aforesaid  in  violation  of  21  U.S.C. 
331  (k).  [287] 
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Count  VII. 

[21  U.S.C.  331  (k),  333(a)  and  352  (j)] 
The  United  States  Attorney  further  charges : 

That  Schering  Corporation,  trading  and  doing 
business  at  Bloomfield,  State  of  New  Jersey,  did,  on 
or  about  October  10,  1947,  ship  in  interstate  com- 
merce from  Bloomfield,  State  of  New  Jersey,  to 
Los  Angeles,  State  of  California,  consigned  to 
Forum  Drug  Co.,  a  carton  containing  a  number  of 
tablets  of  a  drug,  to  wit,  methyl  testosterone; 

That  thereafter,  to  wit,  on  or  about  October  16, 
1947,  the  said  Forum  Drug  Co.,  did  sell  and  deliver 
to  M.  A.  Clemens  Pharmacy  at  Los  Angeles,  State  of 
California,  said  carton  containing  said  tablets  of 
drug; 

That  thereafter,  to  wit,  on  or  about  October  27, 
1947,  and  while  said  tablets  of  drug  contained  in 
said  carton  were  being  held  for  sale  after  shipment 
in  interstate  commerce  at  the  said  M.  A.  Clemens 
Pharmac}^  at  Los  Angeles,  State  of  California, 
Martin  A.  Clemens,  an  individual,  trading  and  doing- 
business  as  M.  A.  Clemens  Pharmacy  at  Los  Angeles, 
State  of  California,  the  defendant  herein,  did  at  Los 
Angeles,  State  of  California,  within  the  Central 
Division  of  the  Southern  District  of  California, 
caused  to  be  removed  a  quantity  of  said  drug, 
namely,  5  tablets,  from  said  carton  and  did  cause  to 
be  repacked  said  5  tablets  of  said  drug  so  removed 
into  an  envelope  and  did  cause  to  be  sold  and  dis- 
posed of  said  envelope  containing  said  tablets  of  said 
drug  to  one  Allan  T.  Spiher,  Jr.,  solely  upon  the 


302  United  States  of  America  vs. 

surrender  by  said  Allan  T.  Spiher,  Jr.,  of  money 
in  payment  therefore ; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid  was  the  following  labeling: 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  [288]  makes  possible 
the  convenience  of  oral  administration  in  applying 
androgenic  therapy.  The  oral  dose  of  methyl  testos- 
terone is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  M.  A.  Clemens  (Pharmacist) 
426  So.  Spring  St.,  Room  502-503        MAdison  6-4171 

Los  Angeles  13,  Calif. 

That  said  act  of  causing  the  removal,  repacking 
and  disposal  as  aforesaid  resulted  in  said  tablets  of 
drug  in  said  envelope  being  misbranded  within  the 
meaning  of  21  U.S.C.  352(j),  in  that  said  drug  was 
dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  contain- 
ing 25  milligrams  of  male  hormone  in  each  tablet 
with  the  frequency  prescribed,  recommended  and 
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suggested  in  the  labeling,  to  wit,  as  directed  on  the 
label,  '^1-2  tablets  daily"  would  be  dangerous  to 
health  since  such  use  of  said  drug  may  result  in 
sterility,  and  such  use  by  individuals  with  early  and 
incipient  carcinoma  of  the  prostate  may  result  in 
acceleration  of  the  malignant  growth; 

That  said  act  by  said  defendant  of  causing  the 
removal  from  said  bottle  repacking  into  said  enve- 
lope and  disposal  of  said  tablets  of  drug  as  afore- 
said, was  an  act  done  by  said  defendant  wjiile  said 
drug  was  being  held  for  sale  after  shipment  in 
interstate  commerce  as  aforesaid,  which  resulted  in 
said  tablets  of  drug  in  said  envelope  being  mis- 
branded  as  aforesaid  in  violation  of  21  U.S.C. 
331  (k).  [289] 

Count  VIII. 
[21  U.S.C.  331  (k),  333(a),  352(a),  and  352 (j)] 
The  United  States  Attorney  further  charges : 

That  Ciba  Pharmaceutical  Products,  Inc.,  trading 
and  doing  business  at  Summit,  State  of  New  Jerse}^, 
did,  on  or  about  November  13,  1947,  ship  in  inter- 
state commerce  from  Summit,  State  of  New  Jersey, 
to  Los  Angeles,  State  of  California,  consigned  to 
El-0-Pathic  Pharmacy,  Inc.,  a  bottle  containing  a 
number  of  tablets  of  a  drug,  to  wit,  methyl  testos- 
terone ; 

That  thereafter,  to  wit,  on  or  about  November  20, 
1947,  and  while  said  tablets  of  drug  contained  in 
said  bottle  were  being  held  for  sale  after  shipment 
in  interstate  commerce  as  aforesaid  at  the  said  El- 
0-Pathic  Pharmacy,  Inc.,  at  Los  Angeles,  State  of 
California,  the  said  El-0-Pathic  Pharmacy,  Inc.,  a 
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corporation,  organized  and  existing  under  the  laws 
of  the  State  of  California  and  trading  and  doing 
business  at  Los  Angeles,  State  of  Califomia,  and 
Martin  A.  Clemens,  manager  and  director  of  said 
corporation,  the  defendants  herein,  did  at  Los  An- 
geles, State  of  California,  within  the  Central  Divi- 
sion of  the  Southern  District  of  California  caused  to 
be  removed  a  quantity  of  said  drug,  namely,  5  tab- 
lets, and  did  cause  to  be  repacked  said  5  tablets  of 
said  drug  so  removed  into  an  envelope  and  did  cause 
to  be  sold  and  disposed  of  said  envelope  containing 
said  tablets  of  said  drug  to  one  Alan  T.  Spiher, 
solely  upon  the  surrender  by  said  Alan  T.  Spiher 
of  money  in  pajrment  therefore ; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid  was  the  following  label : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  applying  an- 
drogenic therapy.  The  oral  dose  of  methyl  testos- 
terone [290]  is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  El-0-Pathic  Pharmacy 
11091/2  No.  Western  Ave.  HOllywood  1722 

Hollyv\^ood  27,  Calif. 
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Note :  Please  understand  this  trial  size  is  simply 
an  introductory  package  and  for  marked  results 
treatment  must  be  continued  over  a  30-day  period. 

That  on  or  about  November  20,  1947,  and  while 
said  tablets  of  drug  were  held  for  sale  after  ship- 
ment in  interstate  commerce  as  aforesaid,  the  said 
El-0-Pathic  Pharmacy,  Inc.,  and  Martin  A.  Clem- 
ens, the  defendants  herein,  did  at  Los  Angeles,  State 
of  California,  cause  certain  additional  labeling  re- 
lating to  said  drug,  namely,  a  circular^  entitled 
"Male  and  Female  Sex  Hormones,"  to  accompany 
said  tablets  of  drug ; 

That  said  acts  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  aforesaid 
resulted  in  said  tablets  of  drug  in  said  envelope 
being  misbranded  within  the  meaning  of  21  U.S.C. 
352(a),  in  that  the  aforesaid  labeling  of  said  drug 
contained  statements  which  represented  and  sug- 
gested that  said  drug  would  stimulate  growth  and 
development  of  the  sex  organs  and  the  male  sex 
characteristics,  such  as  distribution  of  hair,  muscu- 
lar development  and  depth  of  voice;  that  said  drug 
would  correct  lack  of  sexual  power  and  impotence; 
that  said  drug  would  relieve  and  postpone  the  many 
conditions  associated  with  middle  age  and  would 
improve  the  sense  of  well  being ;  that  said  drug  con- 
stituted an  adequate  treatment  for  flushes,  sweats, 
and  chills,  impaired  memory,  inability  to  concentrate 
on  activities  and  tendency  to  evade  [291]  them, 
nervousness,  depression,  general  weakness  and  lack 
of  physical  strength ;  that  the  use  of  said  drug  would 
result  in  improved  physical  and  mental  work  and 
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would  exert  a  tonic  action  resulting  in  renewed 
vigor;  and  that  said  drug  would  impart  a  better 
attitude  towards  social  life  and  would  cause  nervous- 
ness, exhaustion  and  melancholy  to  disappear  in  the 
average  man  in  his  late  forties,  which  said  state- 
ments were  false  and  misleading  in  that  said  drug  in 
the  average  man  in  his  late  forties,  would  not  stimu- 
late growth  and  development  of  the  sex  character- 
istics such  as  distribution  of  hair,  muscular  develop- 
ment and  depth  of  voice;  said  drug  would  not 
correct  lack  of  sexual  power  and  impotence;  said 
drug  would  not  relieve  and  postpone  the  many 
conditions  associated  with  middle  age  and  would 
not  improve  the  sense  of  well  being ;  said  drug  would 
not  constitute  an  adequate  treatment  for  flushes, 
sweats,  and  chills,  impaired  memory,  inability  to 
concentrate  on  activities  and  tendency  to  evade 
them,  nervousness,  depression,  general  weakness  and 
lack  of  physical  strength ;  the  use  of  said  drug  would 
not  result  in  improved  physical  and  mental  work 
and  would  not  exert  a  tonic  action  resulting  in  re- 
newed vigor;  and  said  drug  would  not  impart  a 
better  attitude  toward  social  life  and  would  not 
cause  nervousness,  exhaustion  and  melancholy  to 
disappear ; 

That  said  acts  of  causing  the  aforementioned  cir- 
cular to  accompany  said  tablets  of  drug  as  afore- 
said resulted  in  said  tablets  of  drug  in  said  envelope 
being  further  misbranded  within  the  meaning  of  21 
U.S.C.  352(j),  in  that  said  drug  was  dangerous  to 
health  when  used  in  the  dosage  and  with  the  fre- 
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quency  prescribed,  recommended  and  suggested  in 
its  labeling,  since  each  tablet  of  said  dinig  contained 
25  milligrams  of  male  hormone  (methyl  testoster- 
one) and  the  use  of  a  drug  containing  25  milligrams 
of  male  hormone  in  each  tablet  with  the  frequency 
prescribed,  recommended  and  suggested  in  the  label- 
ing, to  wit,  as  directed  in  the  aforesaid  circular, 
*'One  tablet  a  day,"  would  be  dangerous  to  health 
since  use  of  said  drug  may  result  in  sterility,  and 
such  use  by  [292]  individuals  with  early  and  incipi- 
ent caricnoma  of  the  prostate  may  result  in  accelera- 
tion of  the  malignant  growth; 

That  said  acts  by  said  defendants  of  causing  said 
circular  to  accompany  said  tablets  of  drug  as  afore- 
said w^ere  acts  done  by  said  defendants  while  said 
drug  was  being  held  for  sale  after  shipment  in  inter- 
state commerce  as  aforesaid,  which  resulted  in  said 
tablets  of  drug  in  said  envelope  being  misbranded 
as  aforesaid  in  violation  of  21  U.S.C.  331  (k).  [293] 

Count  IX. 

[21  U.S.C.  331  (k),  333(a)  and  352(j)] 
The  United  States  Attorney  further  charges : 

That  Ciba  Pharmaceutical  Products,  Inc.,  trading 
and  doing  business  at  Summit,  State  of  New  Jersey, 
did,  on  or  about  November  13,  1947,  ship  in  inter- 
state commerce  from  Summit,  State  of  New  Jersey, 
to  Los  Angeles,  State  of  California,  consigned  to 
El-0-Pathic  Pharmacy,  Inc.,  a  bottle  containing  a 
number  of  tablets  of  a  drug,  to  wit,  methyl  testos- 
terone ; 
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That  thereafter,  to  wit,  on  or  about  November  20, 
1947,  and  while  said  tablets  of  drug  contained  in 
said  bottle  were  being  held  for  sale  after  shipment 
in  interstate  commerce  as  aforesaid  at  the  said  El- 
0-Pathic  Phannacy,  Inc.,  at  Los  Angeles,  State  of 
California,  the  said  El-0-Pathic  Pharmacy,  Inc.,  a 
corporation,  organized  and  existing  under  the  laws 
of  the  State  of  California  and  trading  and  doing 
business  at  Los  Angeles,  State  of  California,  and 
Martin  A.  Clemens,  manager  and  director  of  said 
corporation,  the  defendants  herein,  did  at  Los  An- 
geles, State  of  California,  within  the  Central  Divi- 
sion of  the  Southern  District  of  California  cause  to 
be  removed  a  quantity  of  said  drug,  namely,  5 
tablets,  and  did  cause  to  be  repacked  said  5  tablets 
of  said  drug  so  removed  into  an  envelope  and  did 
cause  to  be  sold  and  disposed  of  said  envelope  con- 
taining said  tablets  of  said  drug  to  one  Alan  T. 
Spiher,  solely  upon  the  surrender  by  said  Alan  T. 
Spiher  of  money  in  payment  therefor; 

That  displayed  upon  said  tablets  when  repacked 
as  aforesaid  was  the  following  labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  tiTie  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  appljdng  an- 
drogenic therapy,  he  oral  dose  of  methyl  testoster- 
one [294]  is  about  1-2  tablets  daily. 
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Trial  Size $  2.00 

Box    30  Tablets 10.00 

Box    60  Tablets 19.00 

Box  100  Tablets  Professional  Size  29.95 

Send  Mail  Orders  to  El-0-Pathic  Pharmacy 
11091/2  No.  Western  Ave.  HOUywood  1722 

Hollywood  27,  Calif. 

Note :  Please  understand  this  trial  size  is  simply 
an  introductory  package  and  for  marked  results 
treatment  must  be  continued  over  a  30-day  period. 

That  said  acts  of  causing  the  removal,  repacking 
and  disposal  as  aforesaid  resulted  in  said  tablets  of 
drug  in  said  envelope  being  misbranded  within  the 
meaning  of  21  U.S.C.  352(j),  in  that  said  drug  was 
dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  recommended  and 
suggested  in  its  labeling,  since  each  tablet  of  said 
drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  contain- 
ing 25  milligrams  of  male  hormone  in  each  tablet 
with  the  frequency  prescribed,  recommended  and 
suggested  in  the  labeling,  to  wit,  as  directed  on  the 
label,  "1-2  tablets  daily"  would  be  dangerous  to 
health  since  such  use  of  said  drug  may  result  in  ste- 
rility, and  such  use  by  individuals  with  early  and 
incipient  carcinoma  of  the  prostate  may  result  in 
acceleration  of  the  malignant  growth  ; 

That  said  acts  by  said  defendants  of  causing  the 
removal  from  said  bottle  repacking  into  said  envel- 
ope and  disposal  of  said  tablets  of  dnig  as  aforesaid, 
were  acts  done  by  said  defendants  while  said  drug 
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was  being  held  for  sale  after  shipment  in  interstate 
commerce  as  aforesaid,  which  resulted  in  said  tablets 
of  drug  in  said  envelope  being  misbranded  as  afore- 
said in  violation  of  21  U.S.C.  331  (k).  [295] 

Count  X. 

[21  U.S.C.  331(a),  333(a),  352(b)(2),  352(e)(1), 
352(f)(1)  and  352(f)(2)] 

The  United  States  Attorney  further  charges: 

That  Martin  A.  Clemens,  an  individual,  trading 
and  doing  business  under  the  firm  name  M.  A. 
Clemens  Pharmacy  at  Los  Angeles,  State  of  Cali- 
fornia, did,  within  the  Central  Division  of  the 
Southern  District  of  California,  on  or  about  October 
26,  1947,  in  violation  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Los  Angeles,  State  of  California,  for  de- 
livery to  Phoenix,  State  of  Arizona,  consigned  to 
Helen  Thompson,  a  box  containing  a  number  of  tab- 
lets of  a  drug ; 

That  displayed  upon  said  box  was  the  following 
labeling : 

Female 

That  said  drug,  when  caused  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce as  aforesaid,  was  misbranded  within  the 
meaning  of  21  U.S.C.  352(b)(2),  in  that  said  drug 
was  in  package  form  and  it  failed  to  bear  a  label 
containing  an  accurate  statement  of  the  quantity  of 
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the  contents,  to  Avit,  the  label  of  said  drug  bore  no 
statement  of  the  quantity  of  the  contents ; 

That  said  drug,  when  caused  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce as  aforesaid,  was  further  misbranded  within 
the  meaning  of  21  U.S.C.  352(e)(1),  in  that  it  was 
a  drug  not  designated  solely  by  a  name  recognized 
in  an  official  compendium  and  its  label  failed  to  bear 
the  common  or  usual  name  of  the  dru2- ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(1),  in  that  the  label- 
ing of  said  drug  failed  to  bear  adequate  directions 
for  use,  to  wit,  the  labeling  of  said  drug  bore  no  di- 
rections for  use;  [296] 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(2),  in  that  the  labeling 
of  said  drug  failed  to  bear  adequate  warnings 
against  use  in  those  pathological  conditions  where 
its  use  may  be  dangerous  to  health  in  such  manner 
and  form  as  are  necessary  for  the  protection  of 
users  in  that  each  tablet  of  said  drug  contained  0.5 
milligrams  of  alphaestradiol  and  the  labeling  of  said 
drug  failed  to  warn  that  its  unrestricted  use  may 
result  in  injury  to  the  female  generative  system  and 
that  its  use  by  females  with  early  and  incipient  car- 
cinoma of  the  breast,  cervix  and  uterus  may  result 
in  acceleration  of  the  malignant  growth.  [297] 
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Count  XI. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(2)  and 
352(j)] 

The  United  States  Attorney  further  charges: 

That  El-0-Pathic  Pharmacy,  Inc.,  a  corporation, 
organized  and  existing  under  the  laws  of  the  State 
of  California,  and  trading  and  doing  business  at 
Los  Angeles,  State  of  California,  and  Martin  A. 
Clemens,  an  individual,  at  the  time  hereinafter  men- 
tioned manager  and  director  of  said  corporation, 
did,  within  the  Central  Division  of  the  Southern 
District  of  California  on  or  about  December  8,  1947, 
in  violation  of  the  Federal  Food,  Drug,  and  Cos- 
metic Act,  unlawfully  cause  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
at  Los  Angeles,  State  of  California,  for  delivery  to 
Phoenix,  State  of  Arizona,  consigned  to  William  E. 
Bryner,  a  box  containing  a  number  of  tablets  of  a 
drug; 

That  displayed  upon  said  box  was  the  following 
labeling : 

Male  Hormone 

Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  applying  an- 
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drogenic  therapy.  The  oral  dose  of  methyl  testoster- 
one is  about  1-2  tablets  daily. 

Trial  Size $  2.00 

Box  30  Tablets 10.00 

Box  60  Tablets 19.00 

Box  100  Tablets  Professional  Size.  . .   29.95 

Send  Mail  Orders  to  El-0-Pathic  Pharmacy 

11091/2  No.  Western  Ave.  HOllywood  1722 

Hollywood  27,  Calif. 

Note :  Please  understand  this  trial  size  is  simply 
an  introductory  j)ackage  and  for  marked  results, 
treatment  must  be  continued  over  a  30-day  period. 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled,  "Male  and  Female  Sex  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning  of 
21  U.S.C.  352(a),  in  that  the  aforesaid  labeling  of 
said  drug  contained  statements  which  represented 
and  suggested  that  said  drug  would  stimulate 
growth  and  development  of  the  sex  organs  and  the 
male  sex  characteristics,  such  as  distribution  of  hair, 
muscular  development  and  depth  of  voice ;  that  said 
drug  would  correct  lack  of  sexual  power  and  im- 
l)otence;  that  said  drug  would  relieve  and  postpone 
the  many  conditions  associated  with  middle  age  and 
would  improve  the  sense  of  well  being;  that  said 
drug  constituted  an  adequate  treatment  for  flushes, 
sweats,  and  chills,  impaired  memory,  inability  to 
concentrate  on  activities  and  tendency  to  evade 
them,   nervousness,    depression,    general   weakness 


314  United  States  of  America  vs. 

and  lack  of  physical  strength;  that  the  use  of 
said  drug  would  result  in  improved  physical  and 
mental  work  and  would  exert  a  tonic  action  result- 
ing in  renewed  vigor ;  and  that  said  drug  would  im- 
part a  better  attitude  toward  social  life  and  would 
cause  nervousness,  exhaustion  and  melancholy  to 
disappear  in  the  average  man  in  his  late  forties, 
which  said  statements  were  false  and  misleading  in 
that  said  drug  in  the  average  man  in  his  late  forties, 
w^ould  not  stimulate  growth  and  development  of  the 
sex  organs  and  of  the  male  sex  characteristics,  such 
as  distribution  of  hair,  muscular  development  and 
depth  of  voice ;  said  drug  would  not  correct  lack  of 
sexual  power  and  impotence;  said  drug  would  not 
relieve  and  postpone  the  many  conditions  associated 
with  middle  age  and  would  not  improve  the  sense 
of  well  being;  said  drug  would  not  constitute  an 
adequate  treatment  for  flushes,  sweats,  and  chills, 
impaired  memory,  inability  to  concentrate  on  activi- 
ties and  tendency  to  evade  them,  nervousness  [299] 
depression,  general  weakness  and  lack  of  physical 
strength;  the  use  of  said  drug  w^ould  not  result  in 
improved  phj^sical  and  mental  work  and  would  not 
exert  a  tonic  action  resulting  in  renewed  vigor ;  and 
said  drug  would  not  impart  a  better  attitude 
towards  social  life  and  Avould  not  cause  nervousness, 
exhaustion  and  melancholy  to  disappear ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(2),  in  that  the  labeling 
of  said  drug  failed  to  bear  such  adequate  warnings 
against  use  in  those  pathological  conditions  where 
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its  use  may  be  dangerous  to  health  in  such  manner 
and  form  as  are  necessary  for  the  protection  of 
users,  in  that  each  tablet  of  said  drug  contained  25 
milligrams  of  male  hormone  (methyl  testosterone) 
and  the  labeling  of  said  drug  failed  to  warn  that  its 
use  may  result  in  sterility  and  its  use  by  individuals 
with  early  and  incipient  carcinoma  of  the  prostate 
may  result  in  acceleration  of  the  malignant  growth ; 
That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.  S.  C.  352(j),  in  that  said  drug 
w^as  dangerous  to  health  when  used  in  the  dosage 
and  with  the  frequency  prescribed,  recommended 
and  suggested  in  its  labeling,  since  each  tablet  of 
said  drug  contained  25  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  contain- 
ing 25  milligrams  of  male  hormone  in  each  tablet 
with  the  frequency  prescribed,  recommended  and 
suggested  in  the  labeling,  to  wit,  as  directed  on  the 
box  label,  ''1-2  tablets  daily"  and  as  directed  in  the 
aforesaid  circular,  "One  tablet  a  day,"  would  be 
dangerous  to  health  since  such  use  of  said  drug  may 
result  in  sterility,  and  such  use  by  individuals  with 
early  and  incipient  carcinoma  of  the  prostate  may 
result  in  acceleration  of  the  malignant  growth. 

Count  XII. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)  (1)  and 
352(f)(2)] 

The  United  States  Attorney  further  charges: 

That  El-0-Pathic  Pharmacy,  Inc.,  a  corporation, 
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organized  and  existing  under  the  laws  of  the  State 
of  California,  and  trading  and  doing  business  at 
Los  Angeles,  State  of  California,  and  Martin  A. 
Clemens,  an  individual,  at  the  time  hereinafter  men- 
tioned manager  and  director  of  said  corporation, 
did,  within  the  Central  Division  of  the  Southern 
District  of  California  on  or  about  January  9,  1948, 
in  violation  of  the  Federal  Food,  Drug,  and  Cos- 
metic Act,  unlawfully  cause  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
at  Los  Angeles,  State  of  California,  for  delivery  to 
Tucson,  State  of  Arizona,  consigned  to  Joe  Smith, 
a  bottle  containing  a  number  of  linguets  of  a  drug; 
That  displayed  upon  said  bottle  was  the  follow- 
ing labeling: 

75 

Metandren  Linguets 

Trade  Mark  Reg.  U.S.  Pat.  Off. 

Compressed  wafers  especially  designed  for  ab- 
sorption from  under  the  tongue  or  inside  the  Cheek. 
Each  linguet  contains  5  mg.  of  Metandren  (methyl- 
testosterone),  orally  active  androgen.  Caution:  To 
be  dispensed  only  by  or  on  the  prescription  of  a 
physician. 

C 
B  A 

Ciba  Pharmaceutical  Products,  Inc., 

Summit,  New  Jersey 
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Literature  describing  this  product  is  available  to 
physicians  upon  request. 

Made  in  U.S.A. 

2284 
1131080 

Distributed  By  El-0-Pathic  Company 

11091/2  No.  Western  Ave.        Los  Angeles  27,  Calif. 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled,  "Male  and  Female  Sex  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning  of 
21  U.S.C.  352(a),  in  that  the  aforesaid  labeling  of 
said  drug  contained  statements  which  represented 
and    suggested    that    said    drug    would    stimulate 
growth  and  development  of  the  sex  organs  and  the 
male   sex   characteristics,   such   as   distribution  of 
hair,  muscular  development  and  depth  of  voice ;  that 
said  drug  would  correct  lack  of  sexual  power  and 
impotence;  that  said  drug  would  relieve  and  post- 
pone the  many  conditions  associated  with  middle 
age  and  would  improve  the  sense  of  well  being; 
that  said  drug  constituted  an  adequate  treatment  for 
flushes,   sweats,   and   chills,   impaired  memory,   in- 
a])ility  to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength;  that  the  use  of 
said  drug  would  result  in  improved  physical  and 
mental  work  and  would  exert  a  tonic  action  result- 
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ing  in  renewed  vigor ;  and  that  said  drug  would  im- 
part a  better  attitude  toward  social  life  and  would 
cause  nervousness,  exhaustion  and  melancholy  to 
disappear  in  the  average  man  in  his  late  forties, 
which  said  statements  were  false  and  misleading  in 
that  said  drug  in  the  average  man  in  his  late  forties, 
would  not  stimulate  [302]  growth  and  development 
of  the  sex  organs  and  of  the  male  sex  characteris- 
tics, such  as  distribution  of  hair,  muscular  develop- 
ment and  depth  of  voice;  said  drug  would  not  cor- 
rect lack  of  sexual  power  and  impotence ;  said  drug 
would  not  relieve  and  postpone  the  many  conditions 
associated  with  middle  age  and  would  not  improve 
the  sense  of  well  being;  said  drug  would  not  consti- 
tute an  adequate  treatment  for  flushes,  sweats,  and 
chills,  impaired  memory,  inability  to  concentrate  on 
activities  and  tendency  to  evade  them,  nervousness, 
depression,  general  weakness  and  lack  of  physical 
strength;  the  use  of  said  drug  would  not  result  in 
improved  physical  and  mental  work  and  would  not 
exert  a  tonic  action  resulting  in  renewed  vigor ;  and 
said  drug  would  not  impart  a  better  attitude 
towards  social  life  and  would  not  cause  nervous- 
ness, exhaustion  and  melancholy  to  disappear; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(1),  in  that  the  label- 
ing of  said  drug  failed  to  bear  adequate  directions 
for  use,  to  wit,  the  labeling  of  said  drug  bore  no  di- 
rections for  use ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
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as  aforesaid  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(2),  in  that  the  label- 
ing of  said  drug  failed  to  bear  such  adequate  warn- 
ings against  use  in  those  pathological  conditions 
where  its  use  may  be  dangerous  to  health,  and 
against  unsafe  dosage  and  duration  of  administra- 
tion, in  such  manner  and  form,  as  are  necessary  for 
the  protection  of  users,  in  that  each  linguet  of  said 
drug  contained  5  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  labeling  of  said  drug 
failed  to  warn  that  its  unrestricted  use  may  result  in 
sterility  and  unrestricted  use  of  said  drug  by  indi- 
viduals with  early  and  incipient  carcinoma  of  the 
prostate  may  result  in  acceleration  of  the  malignant 
growth.  [303] 

Count  XIII. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(2)  and 
352(j)] 

The  United  States  Attorney  further  charges : 

That  Martin  A.  Clemens,  an  individual,  trading 
and  doing  business  under  the  firm  name  M.  A. 
Clemens  Pharmacy  at  Los  Angeles,  State  of  Cali- 
fornia, did,  within  the  Central  Division  of  the 
Southern  District  of  Calfiornia,  on  or  about  Janu- 
ary 19,  1948,  in  violation  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Los  Angeles,  State  of  California,  for  de- 
livery to  Tucson,  State  of  Arizona,  consigned  to  D. 
J.  McBride,  a  bottle  containing  a  number  of  linguets 
of  a  drug ; 

That  displayed  upon  said  bottle  was  the  following 
labeling : 
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Male  Harmone 

Each  tablet  contains  5  mg.  testosterone  the  form 
of  the  true  male  hormone  which  is  most  highly  ef- 
fective for  administration  by  mouth.  The  availabil- 
ity of  methyl  testosterone  makes  possible  the  con- 
venience of  oral  administration  in  applying  andro- 
genic therapy. 

The  oral  dose  of  methyl  testosterone  is  2  tablets 
daily.  Place  2  tablets  under  the  tongue  and  allow 
them  to  dissolve. 

Box  50  Tablets  Linguets  $  7.00 

Box  100  Tablets  Linguets  13.00 

Send  Mail  Orders  to 

M.  A.  Clemens  (Pharmacist) 

426  So.  Spring  St.,  Room  502-503, 
Los  Angeles,  13,  Calif. 

Successor  to  Clark's  Drugs  &  Sundries 

That  accompanying  said  drug,  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled  ''Male  and  Female  Sex  Hormones"; 

That  said  drug,  Avhen  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  [304]  ^\dthin  the 
meaning  of  21  U.S.C.  352(a),  in  that  the  aforesaid 
labeling  of  said  drug  contained  statements  which 
represented  and  suggested  that  said  drug  would 
stimulate  growth  and  development  of  the  sex  or- 
gans and  the  male  sex  characteristics,  such  as  distri- 
bution of  hair,  muscular  development  and  depth  of 
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voice;  that  said  drug  would  correct  lack  of  sexual 
power  and  impotence ;  that  said  drug  would  relieve 
and  postpone  the  many  conditions  associated  with 
middle  age  and  would  improve  the  sense  of  w^ell 
being;  that  said  drug  constituted  an  adequate  treat- 
ment   for    flushes,    sweats,    and    chills,    impaired 
memory,  in  ability  to  concentrate  on  activities  and 
tendency  to   evade  them,  nervousness,  depression, 
general  weakness  and  lack  of  physical  strength; 
that  the  use  of  said  drug  would  result  in  improved 
physical  and  mental  work  and  would  exert  a  tonic 
action  resulting  in  renewed  vigor;  and  that  said 
drug  would  impart  a  better  attitude  toward  social 
life  and  would  cause  nervousness,  exhaustion  and 
melancholy  to  disappear  in  the  average  man  in  his 
late  forties,  which  said  statements  were  false  and 
misleading  in  that  said  drug  in  the  average  man  in 
his  late  forties,  would  not  stimulate  growth  and  de- 
velopment of  the  sex  organs  and  of  the  male  sex 
characteristics,  such  as  distribution  of  hair,  muscu- 
lar  development   and   depth   of   voice;    said   drug 
would  not  correct  lack  of  sexual  power  and  impo- 
tence ;  said  drug  would  not  relieve  and  postpone  the 
many   conditions   associated  with   middle   age   and 
would  not  improve  the  sense  of  well  being;  said 
drug  would  not  constitute  an  adequate  treatment 
for  flushes,  sweats,  and  chills,  impaired  memory,  in- 
ability to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength ;  the  use  of  said 
drug  would  not  result  in  improved  physical  and 
mental  work  and  would  not  exert  a  tonic  action  re- 
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suiting  in  renewed  vigor;  and  said  drug  would  not 
impart  a  better  attitude  towards  social  life  and 
would  not  cause  nervousness,  exhaustion  and  mel- 
lancholy  to  disappear ;  [305] 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  comerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  353(f)(2),  in  that  the  label- 
ing of  said  drug  failed  to  bear  such  adequate  warn- 
ings against  use  in  those  pathological  conditions 
where  its  use  may  be  dangerous  to  health  and 
against  unsafe  dosage  and  duration  of  administra- 
tion, in  such  manner  and  form,  as  are  necessary  for 
the  protection  of  users,  in  that  each  linguet  of  said 
drug  contained  5  milligrams  of  male  hormone 
(methyl  testosterone)  and  the  labeling  of  said  drug 
failed  to  warn  that  its  use  may  result  in  sterility  and 
its  use  by  individuals  with  early  and  incipient  car- 
cinoma of  the  prostate  may  result  in  acceleration  of 
the  malignant  growth; 

That  said  drug,  when  caused  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce as  aforesaid,  was  further  misbranded  within 
the  meaning  of  21  U.S.C.  352(j),  in  that  said  drug 
was  dangerous  to  health,  when  used  in  the  dosage 
and  with  the  frequency  prescribed,  recommended 
and  suggested  in  its  labeling  since  each  linguet  of 
said  drug  contains  5  miligrams  of  male  hormone 
(methyl  testosterone)  and  the  use  of  a  drug  contain- 
ing 5  miligrams  of  male  hormone  in  each  linguet, 
with  the  frequency  prescribed,  recommended  and 
suggested  in  the  labeling,  to  wit,  as  directed  on  the 


El-0-Pathic  Pharmacy,  et  al.,  etc.  323 

bottle  label,  "2  tablets  3  times  daily,"  would  be  dan- 
gerous to  health,  since  such  use  of  said  drug  may 
result  in  sterility,  and  such  use  by  individuals  with 
early  and  incipient  carcinoma  of  the  prostate  may 
result  in  acceleration  of  the  malignant  growth.  [306] 

Count  XIV. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(1),  and 
352(f)(2)] 

The  United  States  Attorney  further  charges: 

That  El-0-Pathic  Pharmacy,  Inc.,  a  corporation, 
organized  and  existing  under  the  laws  of  the  State 
of  California,  and  trading  and  doing  business  at 
Los  Angeles,  State  of  California,  and  Martin  A. 
Clemens,  an  individual,  at  the  time  hereinafter  men- 
tioned manager  and  director  of  said  corporation, 
did,  within  the  Central  Division  of  the  Southern 
District  of  California  on  or  about  November  6, 
1947,  in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  unlawfully  cause  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
at  Los  Angeles,  State  of  California,  for  delivery  to 
Seattle,  State  of  Washington,  consigned  to  Robert 
N.  Diehl,  a  bottle  containing  a  number  of  lingiiets 
of  a  drug ; 

That  displayed  upon  said  bottle  was  the  following 
labeling : 

100  Metandren  Linguets 
Trade  Mark  Reg.  U.S.  Pat.  Off. 

Compressed  wafers  especially  designed  for  ab- 
sorption from  under  the  tongue  or  inside  the  cheek. 
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Each  linguet  contains  5  mg.  of  Metandren  (methyl 
testosterone),  orally  active  androgen.  Caution:  To 
be  dispensed  only  by  or  on  the  prescription  of  a 
physician. 

C 
B  A 

Ciba  Pharmaceutical  Products,  Inc. 
Smnmit,  New  Jersey 

Literature  describing  this  product  is  available  to 
physicians  upon  request. 

Made  in  U.S.A. 
2284  111177 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a  cir- 
cular entitled,  "Male  and  Female  Sex  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning  of 
21  U.S.C.  352(a),  in  that  the  aforesaid  labeling  of 
said  drug  contained  statements  which  represented 
and  suggested  that  said  drug  would  stimulate 
growth  and  development  of  the  sex  organs  and  the 
male  sex  characteristics,  such  as  distribution  of  hair, 
muscular  development  and  depth  of  voice ;  that  said 
drug  would  correct  lack  of  sexual  power  and  im- 
potence ;  that  said  drug  would  relieve  and  postpone 
the  many  conditions  associated  with  middle  age  and 
would  improve  the  sense  of  well  being;  that  said 
drug  constituted  an  adequate  treatment  for  flushes, 
sweats,  and  chills,  impaired  memory,  inability  to 
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concentrate   on   activities   and   tendency   to   evade 
them,  nervousness,  depression,  general  weakness  and 
lack  of  physical  strength ;  that  the  use  of  said  drug 
would  result  in  improved  physical  and  mental  work 
and  would  exert  a  tonic  action  resulting  in  renewed 
vigor ;  and  that  said  drug  would  impart  a  better  at- 
titude toward  social  life  and  would  cause  nervous- 
ness, exhaustion  and  melancholy  to  disappear  in  the 
average  man  in  his  late  forties,  which  said  state- 
ments were  false  and  misleading  in  that  said  drug 
in  the  average  man  in  his  late  forties,  would  not 
stimulate  growth  and  development  of  the  sex  or- 
gans and  of  the  male  sex  characteristics,  such  as 
distribution    of    hair,    muscular    development    and 
depth  of  voice;  said  drug  would  not  correct  lack  of 
sexual  power  [308]  and  impotence ;  said  drug  would 
not  relieve  and  postpone  the  many  conditions  associ- 
ated with  middle  age  and  would  not  improve  the 
sense  of  well  being;  said  drug  would  not  constitute 
an  adequate  treatment  for  flushes,  sweats,  and  chills, 
impaired  memory,  inability  to  concentrate  on  ac- 
tivities and  tendency  to  evade  them,  nervousness, 
depression,  general  weakness  and  lack  of  physical 
stren,2:th;  the  use  of  said  drug  would  not  result  in 
improved  physical  and  mental  work  and  would  not 
exert  a  tonic  action  resulting  in  renewed  vigor ;  and 
said    drug    would    not    impart    a    better    attitude 
towards  social  life  and  would  not  cause  nervousness, 
exhaustion  and  melancholy  to  disappear ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as   aforesaid,   was   further  misbranded  within  the 
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meaning  of  21  U.S.C.  352(f)  (1),  in  that  the  labeling 
of  said  drug  failed  to  bear  adequate  directions  for 
use,  to  wit,  the  labeling  of  said  drug  bore  no  direc- 
tions for  use ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)  (2),  in  that  the  labeling 
of  said  drug  failed  to  bear  such  adequate  warnings 
against  use  in  those  pathological  conditions  where 
its  use  may  be  dangerous  to  health,  and  against  un- 
safe dosage  and  duration  of  administration,  in  such 
manner  and  form,  as  are  necessary  for  the  protec- 
tion of  users,  in  that  each  linguet  of  said  drug  con- 
tained 5  milligrams  of  male  hormone  (methyl  tes- 
tosterone) and  the  labeling  of  said  drug  failed  to 
warn  that  its  unrestricted  use  may  result  in  sterility 
and  unrestricted  use  of  said  drug  by  individuals 
with  early  and  incipient  carcinoma  of  the  prostate 
may  result  in  acceleration  of  the  malignant  growth. 

/s/  JAMES  M.  CARTER, 

United  States  Attorney. 

By  /s/  ARLINE  MARTIN, 

Assistant  U.  S.  Attorney. 

[Endorsed] :     Filed  March  22,  1949.  [309] 
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[Title  of  District  Court  and  Cause  No.  20642.] 

INFORMATION 
(21  U.S.C.  331  and  333) 
Introduction  Into  Interstate  Commerce 
of  Misbranded  Drugs 

Count  I. 
[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(1)] 
The  United  States  Attorney  charges: 
That  Allen  H.  Parkinson,  an  individual,  trading 
and  doing  business  under  the  firm  name  of  Hudson 
Products  Company,  at  Long  Beach,  State  of  Califor- 
nia, did,  within  the  Central  Division  of  the  Southern 
District  of  California,   on  or  about  February  27, 
1948,  in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  unlawfully  cause  to   be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Long  Beach,  State  of  California,  for  de- 
livery to  Altoona,  Commonwealth  of  Pennsylvania, 
consigned  to  Roy  H.  Downing,  a  carton  contain- 
ing a  number  of  tablets  of  a  drug ; 

That  displayed  upon  said  carton  was  the  follow- 
ing labeling: 

Male  Sex  Hormones 
(30)  10  Mg.  Methyl-Testosterone  Tablets 
Dosage:  1  Tablet  Daily 
Important — In  case  of  pronounced  male  sex  hor- 
mone deficiency  take  3  tablets  daily  [367]  for  10 
days.    After  the  10  day  period  take  1  tablet  daily. 

Caution:  Take  Only  as  Directed 

Hudson  Products  Co.  341  Harding  Street 

Long  Beach  5,  Calif. 
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That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a 
leaflet  entitled  ''The  Male  Hormone"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning 
of  21  U.S.C.  352(a),  in  that  the  aforesaid  leaflet 
entitled  ''The  Male  Hormone"  contained  state- 
ments which  represented  and  suggested  that  said 
drug  was  the  true  male  sex  hormone  and  that  said 
drug  in  the  average  man  in  his  late  forties  would 
stimulate  growth  and  development  of  the  sex  organs 
and  the  male  sex  characteristics,  such  as  distribu- 
tion of  hair,  muscular  development  and  depth  of 
voice;  that  said  drug  would  correct  lack  of  sexual 
power  and  impotence ;  that  said  drug  would  relieve 
and  postpone  the  many  conditions  associated  with 
middle  age  and  would  improve  the  sense  of  well 
being;  that  said  drug  would  be  efficacious  in  the 
treatment  of  flushes,  sweats,  and  chills,  impaired 
memory,  inability  to  concentrate  on  activities  and 
tendency  to  evade  them,  nervousness,  depression, 
general  weakness  and  lack  of  physical  strength; 
that  the  use  of  said  drug  would  result  in  improved 
physical  and  mental  work  and  would  exert  a  tonic 
action  resulting  in  renewed  vigor;  and  that  said 
drug  would  impart  a  better  attitude  toward  social 
life  and  would  cause  nervousness,  exhaustion  and 
melancholy  to  disappear,  which  said  statements  were 
false  and  misleading  in  that  said  drug  was  not  the 
true  male  sex  hormone  and  said  drug  in  the  average 
man  in  his  late  forties,  would  not  stimulate  growth 
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and  development  of  the  sex  organs  and  of  the  male 
sex  characteristics,  such  as  distribution  of  hair, 
muscular  development  and  depth  of  voice;  said 
drug  would  not  correct  lack  of  sexual  power  and 
impotence ;  said  drug  would  not  relieve  and  postpone 
the  many  conditions  associated  [368]  with  middle 
age  and  would  not  improve  the  sense  of  well  being ; 
said  drug  would  not  be  efficacious  in  the  treatment 
of  flushes,  sweats,  and  chills,  impaired  memory,  in- 
ability to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength;  the  use  of  said 
drug  would  not  result  in  improved  physical  and 
mental  work  and  would  not  exert  a  tonic  action  re- 
sulting in  renewed  vigor;  and  said  drug  would  not 
impart  a  better  attitude  towards  social  life  and 
would  not  cause  nervousness,  exhaustion  and  melan- 
choly to  disappear ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)  (1),  in  that  the  labeling 
of  said  drug  failed  to  bear  adequate  directions  for 
use,  in  that  the  directions  for  use,  to  wit,  ''Dosage: 
1  tablet  daily  Important — In  case  of  pronounced 
male  sex  hormone  deficiency  take  3  tablets  daily  for 
ten  days.  After  10  day  period  take  1  tablet  daily," 
on  the  labeling  of  said  drug  were  not  adequate  di- 
rections for  use.  [369] 
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Count  II. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(1)] 
The  United  States  Attorney  further  charges : 

That  Allen  H.  Parkinson,  an  individual,  trading 
and  doing  business  under  the  firm  name  of  Hudson 
Products  Company,  at  Long  Beach,  State  of  Cali- 
forna,  did,  within  the  Central  Division  of  the 
Southern  District  of  California,  on  or  about  June 
15,  1948,  in  violation  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Long  Beach,  State  of  California,  for  de- 
livery to  Chicago,  State  of  Illinois,  consigned  to 
Charles  Dank,  a  carton  containing  a  number  of 
tablets  of  a  drug ; 

That  displayed  upon  said  carton  was  the  following 
labeling : 

Male  Sex  Hormones 

(30)  10  Mg.  Methyl-Testosterone  Tablets 

Suggested  Dosage :  1  Tablet  Daily 

Important :  In  case  of  pronounced  male  sex  hor- 
mone deficiency  take  3  tablets  daily  before  eating 
for  10  days.  After  the  10  day  period  take  1  tablet 
daily  before  meals  or  as  directed  by  your  physician. 

Warning :     The  male  sex  hormone  should  be  care-  | 
fully  used  by  elderly  men  with  cardiovascular  dis- 
turbances and  should  not  be  used  if  there  is  any 
indication  of  cancer  of  the  prostate. 

Not  for  use  by  children.  Caution — take  only  as 
directed. 

Hudson  Products  Co.  341  Harding  St. 

Long  Beach  5,  Calif. 
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That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namel}^,  a 
leaflet  entitled  "The  Male  Hormone"; 

That  said  drug,  when  caused  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce as  aforesaid,  was  misbranded  within  the 
meaning  of  21  U.S.C.  352(a),  in  that  the  aforesaid 
leaflet  entitled  ''The  Male  Hormone"  contained 
statements  which  represented  and  suggested  that 
said  drug  was  the  true  male  sex  hormone  and  that 
said  [370]  drug  in  the  average  man  in  his  late 
forties  would  stimulate  growth  and  development  of 
the  sex  organs  and  the  male  sex  characteristics, 
such  as  distribution  of  hair,  muscular  development 
and  depth  of  voice;  that  said  drug  would  correct 
lack  of  sexual  power  and  impotence ;  that  said  drug 
would  relieve  and  postpone  the  many  conditions  as- 
sociated with  middle  age  and  would  improve  the 
sense  of  well  being;  that  said  drug  would  be  effi- 
cacious in  the  treatment  of  flushes,  sweats,  and 
chills,  impaired  memory,  inability  to  concentrate 
on  activities  and  tendency  to  evade  them,  nervous- 
ness, depression,  general  weakness  and  lack  of 
physical  strength;  that  the  use  of  said  drug  would 
result  in  improved  ph3^sical  and  mental  work  and 
would  exert  a  tonic  action  resulting  in  renewed 
vigor;  and  that  said  drug  would  impart  a  better 
attitude  toward  social  life  and  would  cause  nervous- 
ness, exhaustion  and  melancholy  to  disappear,  whicli 
said  statements  were  false  and  misleading  in  that 
said  drug  was  not  the  true  male  sex  hormone  and 
said  drug  in  the  average  man  in  his  late  forties, 
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would  not  stimulate  growth  and  development  of  the 
sex  organs  and  of  the  male  sex  characteristics,  such 
as  distribution  of  hair,  muscular  development  and 
depth  of  voice;  said  drug  would  not  correct  lack 
of  sexual  power  and  impotence;  said  drug  would 
not  relieve  and  postpone  the  many  conditions  asso- 
ciated with  middle  age  and  would  not  improve  the 
sense  of  well  being;  said  drug  would  not  be  effi- 
cacious in  the  treatment  of  flushes,  sweats,  and 
chills,  impaired  memory,  inability  to  concentrate  on 
activities  and  tendency  to  evade  them,  nervousness, 
depression,  general  weakness  and  lack  of  physical 
strength;  the  use  of  said  drug  would  not  result  in 
improved  physical  and  mental  work  and  would  not 
exert  a  tonic  action  resulting  in  renewed  vigor ;  and 
said  drug  would  not  impart  a  better  attitude  towards 
social  life  and  would  not  cause  nervousness,  exhaus- 
tion and  melancholy  to  disappear ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352  (f)(1),  in  that  the  label- 
ing of  said  drug  failed  to  bear  adequate  directions 
for  use,  in  that  the  [371]  directions  for  use,  to  wit, 
"Dosage:  1  tablet  daily  Important — In  case  of  pro- 
nounced male  sex  hormone  deficiency  take  3  tablets 
daily  before  eating  for  10  days.  After  the  10  day 
period  take  1  tablet  daily  before  meals  or  as  directed 
by  your  physician,"  on  the  labeling  of  said  drug 
were  not  adequate  directions  for  use.  [372] 
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Count  III. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(1)] 
The  United  States  Attorney  further  charges : 
That  Allen  H.  Parkinson,  an  individual,  trading 
and  doing  business  under  the  firm  name  of  Hudson 
Products  Company,  at  Long  Beach,  State  of  Cali- 
fornia, did,  within  the  Central  Division  of  the 
Southern  District  of  California,  on  or  about  August 
3,  1948,  in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  unlawfully  cause  to  be  introduced 
and  delivered  for  introduction  into  interstate  com- 
merce at  Long  Beach,  State  of  California,  for  de- 
livery to  Seattle,  State  of  Washington,  consigned 
to  Armond  W.  Welch,  a  carton  containing  a  number 
of  tablets  of  a  drug ; 

That  displayed  upon  said  carton  was  the  follow- 
ing labeling: 

Male  Sex  Hormones 
(30)  10  Mg.  Methyl-Testosterone  Tablets 
Suggested  Dosage :  1  Tablet  Daily 
Important :     In  case  of  pronounced  male  sex  hor- 
mone deficiency  take  3  tablets  daily  before  eating 
for  10  days.   After  the  10  day  period  take  1  tablet 
daily  before  meals  or  as  directed  by  your  physician. 
Warning:     The  male  sex  hormone  should  be  care- 
fully used  by  elderly  men  with  cardiovascular  dis- 
turbances and  should  not  be  used  if  there  is  any  in- 
dication of  cancer  of  the  prostate. 

Not  for  use  by  children.    Caution— take  only  as 
directed. 

Hudson  Products  Co.  341  Harding  St. 

Long  Beach  5,  Calif. 
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That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a 
leaflet  entitled  "The  Male  Hormone"  and  a  leaflet 
entitled  "The  Story  of  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning 
of  21  U.S.C.  352(a),  in  that  the  aforesaid  leaflet 
entitled  "The  Male  Hormone"  contained  statements 
which  represented  and  [373]  suggested  that  said 
drug  was  the  true  male  sex  hormone  and  that  said 
drug  in  the  average  man  in  his  late  forties  would 
stimulate  growth  and  development  of  the  sex  organs 
and  the  male  sex  characteristics,  such  as  distribution 
of  hair,  muscular  development  and  depth  of  voice; 
that  said  drug  would  correct  lack  of  sexual  power 
and  impotence;  that  said  drug  would  relieve  and 
postpone  the  many  conditions  associated  with  middle 
age  and  would  improve  the  sense  of  well  being ;  that 
said  drug  would  be  efficacious  in  the  treatment  of 
flushes,  sweats,  and  chills,  impaired  memory,  in- 
ability to  concentrate  on  activities  and  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength;  that  the  use  of 
said  drug  would  result  in  improved  physical  and 
mental  work  and  would  exert  a  tonic  action  result- 
ing in  renewed  vigor;  and  that  said  drug  would 
impart  a  better  attitude  toward  social  life  and  would 
cause  nervousness,  exhaustion  and  melancholy  to 
disappear,  which  said  statements  were  false  and  mis- 
leading in  that  said  drug  was  not  the  true  male  sex 
hormone  and  said  drug  in  the  average  man  in  his 
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late  forties,  would  not  stimulate  growth  and  develop- 
ment of  the  sex  organs  and  of  the  male  sex  charac- 
teristics, such  as  distribution  of  hair,  muscular  de- 
velopment and  depth  of  voice ;  said  drug  would  not 
correct  lack  of  sexual  power  and  impotence;  said 
drug  would  not  relieve  and  postpone  the  many  con- 
ditions associated  with  middle  age  and  would  not 
improve  the  sense  of  well  being;  said  drug  would 
not  be  efficacious  in  the  treatment  of  flushes,  sweats, 
and  chills,  impaired  memory,  inability  to  concentrate 
on  activities  and  tendency  to  evade  them,  nervous- 
ness, depression,  general  weakness  and  lack  of  physi- 
cal strength;  the  use  of  said  drug  would  not  result 
in  improved  physical  and  mental  work  and  would 
not  exert  a  tonic  action  resulting  in  renewed  vigor; 
and  said  drug  would  not  impart  a  better  attitude 
towards  social  life  and  would  not  cause  nervousness, 
exhaustion  and  melancholy  to  disappear;  [374] 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(a),  in  that  the  aforesaid 
leaflet  entitled  "The  Story  of  Hormones"  contained 
statements  which  represented  and  suggested  that  in 
the  average  man  said  drug  would  relieve  and  post- 
pone the  many  conditions  formerly  thought  to  be 
inevitable  with  middle  age ;  that  said  drug  would  be 
efficacious  in  the  treatment  of  nervous  tension  and 
intense  subjective  nervousness  and  irritability;  that 
said  drug  would  be  efficacious  in  the  treatment  of 
numbness  in  the  extremities  and  itching,  prickling 
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and  tingling  of  the  skin  on  waking  up  at  night ;  that 
said  drug  would  be  efficacious  in  the  treatment  of 
headaches ;  that  said  drug  would  prevent  a  decrease 
in  the  ability  to  concentrate  and  would  remedy 
faulty  memory;  that  said  drug  would  be  efficacious 
in  the  treatment  of  depression  and  melancholia; 
that  said  drug  would  correct  a  lack  of  interest  in 
social  and  business  life,  lack  of  mental  concentra- 
tion, and  lack  of  energy;  that  said  drug  would 
correct  a  feeling  of  inadequacy  and  impotency ;  that 
said  drug  would  be  efficacious  in  the  treatment  of 
hot  flashes  and  feelings  of  smothering  and  sweating 
and  chilly,  creepy  sensations;  that  said  drug  would 
prevent  the  user  from  tiring  easily  and  gaining 
excessive  weight ;  that  said  drug  would  be  efficacious 
in  the  treatment  of  constipation,  vague  digestive 
complaints,  and  precordial  angina  pectoris-like 
pains;  that  said  drug  would  be  efficacious  in  the 
treatment  of  urinary  symptoms,  such  as  frequency, 
nocturia,  dribbling,  and  inability  to  start  urinary 
stream;  that  said  drug  would  restore  confidence  in 
mental  reactions  and  decisions,  and  would  notably 
increase  the  user's  capacit}^  for  mental  and  phj^sical 
work  and  that  said  drug  would  increase  potency  and 
libido;  which  statements  were  false  and  misleading 
in  that  said  drug  in  the  average  man  would  not 
relieve  and  postpone  the  many  conditions  formerly 
thought  to  be  inevitable  with  middle  age ;  said  drug 
would  not  be  efficacious  in  the  treatment  of  nervous 
tension  and  intense  subjective  nervousness  [375] 
and  irritability,  said  drug  would  not  be  efficacious 
in   the   treatment   of   numbness  in   the   extremities 
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and  itcliing,  prickling  and  tingling  of  the  skin  on 
waking  up  at  night;  said  drug  would  not  be  effi- 
cacious in  the  treatment  of  headaches;  said  drug 
would  not  prevent  a  decrease  in  the  ability  to  con- 
centrate and  would  not  remedy  faulty  memory ;  said 
drug  would  not  be  efficacious  in  the  treatment  of  de- 
pression and  melancholia;  said  drug  would  not 
correct  a  lack  of  interest  in  social  and  business  life, 
lack  of  mental  concentration,  and  lack  of  energy, 
said  drug  would  not  correct  a  feeling  of  inadequacy 
and  impotency,  said  drug  would  not  be  efficacious 
in  the  treatment  of  hot  flashes  and  feelings  of 
smothering  and  sweating  and  chilly,  creepy  sensa- 
tions; said  drug  would  not  prevent  the  user  from 
tiring  easily  and  gaining  excessive  weight;  said 
drug  would  not  be  efficacious  in  the  treatment  of 
constipation,  vague  digestive  complaints  and  pre- 
cordial angina  pectoris-like  pains;  said  drug  would 
not  be  efficacious  in  the  treatment  of  urinary  sjrmp- 
toms,  such  as  frequency,  nocturia,  dribbling,  and 
inability  to  start  urinary  stream;  said  drug  would 
not  restore  confidence  in  mental  reactions  and  de- 
cisions, and  would  not  notably  increase  the  user's 
capacity  for  mental  and  physical  work;  and  said 
drug  would  not  increase  potency,  and  libido; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  21  U.S.C.  352(f)(1),  in  that  the  label- 
ing of  said  drug  failed  to  bear  adequate  directions 
for  use,  in  that  the  directions  for  use,  to  wit,  '*  Dos- 
age :  1  tablet  daily.  Important :  In  case  of  pronounced 
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male  sex  hormone  deficienc}'  take  3  tablets  daily 
before  eating  for  10  days.  After  the  10-day  period 
take  1  tablet  daily  before  meals  or  as  directed  by 
your  physician,"  on  the  labeling  of  said  drug,  were 
not  adequate  directions  for  use.  [376] 

Count  IV. 

[21  U.S.C.  331(a),  333(a),  352(a),  352(f)(1), 
352(f) (2),  352(j)] 

The  United  States  Attorney  further  charges : 

That  Allen  H.  Parkinson,  an  individual,  trading 
and  doing  business  mider  the  firm  na.me  of  Hudson 
Products  Company,  at  Long  Beach,  State  of  Cali- 
fornia, did,  within  the  Central  Di^dsion  of  the  South- 
ern District  of  California,  on  or  about  August  3, 
1948,  in  violation  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  unlawfulh^  cause  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
at  Long  Beach,  State  of  California,  for  delivery  to 
Seattle,  State  of  Washington,  consigned  to  Armond 
M.  Welch,  a  carton  containing  a  number  of  tablets 
of  a  drug ; 

That  displayed  upon  said  carton  was  the  following 
labeling : 

Female  Hormones 

(30)  0.1  Mg.  Cryst.  a-Estradiol 

Important:  In  case  of  pronounced  female  sex 
hormone  deficiency  take  3  tablets  daily  before  meals 
for  10  days.  After  the  10-day  period  take  1  tablet 
dailv  or  as  directed  by  your  physician. 
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Warning:  The  female  hormone  should  not  be 
used  by  women  with  cancer  or  pre-cancerous  lesions 
of  the  breast  or  genital  organs. 

Not  for  use  by  children.  Caution— take  only  as 
directed. 

Hudson  Products  Co.  341  Harding  St. 

Long  Beach  5,  Calif, 

That  accompanying  said  drug  was  certain  addi- 
tional labeling  relating  to  said  drug,  namely,  a 
leaflet  entitled  "The  Male  Hormone,"  and  a  leaflet 
entitled  "The  Story  of  Hormones"; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  misbranded  within  the  meaning 
of  21  U.S.C.  352(a),  in  that  the  aforesaid  leaflets 
contained  statements  which  represented  and  sug- 
gested that  said  drug,  in  women,  would  relieve  and 
postpone  the  conditions  associated  with  middle  age ; 
that  said  drug  would  bring  prompt  relief  from  hot 
flashes,  emotional  disturbances  and  other  manifesta- 
tions associated  with  the  menopause ;  that  said  drug 
would  be  efficacious  to  [377]  bring  about  a  steady 
readjustment  and  to  help  overcome  most  menopausal 
conditions  in  woman  approaching  or  passing  through 
the  menopause,  which   statements   were   false   and 
misleading  in  that  said  drug  would  not  be  efficacious 
in  woman  to  relieve  and  postpone   the   conditions 
associated  with  middle  age;  said  drug  would  not 
bring  prompt  relief  from  hot  flashes,  emotional  dis- 
turbances and  other  manifestations  associated  with 
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the  menopause;  and  said  drug  would  not  be  effi- 
cacious to  bring  about  a  steady  readjustment  and  to 
help  overcome  most  menopausal  conditions  in  woman 
approaching  or  passing  through  the  menopause ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
a-s  aforesaid,  was  further  misbranded  within  the 
meaning  of  352(f)(1),  in  that  the  labeling  of  said 
drug  failed  to  bear  adequate  directions  for  use,  to 
wit,  the  directions  for  use,  "Just  One  Tablet  A  Day" 
in  the  aforementioned  leaflet  and  "In  case  of  pro- 
nounced female  sex  hormone  deficiency  take  3 
tablets  daily  before  meals  for  10  days.  After  the 
10-day  period  take  1  tablet  daily  or  as  directed  by 
your  physician,"  borne  on  the  carton  label,  were 
not  adequate  directions  for  use ; 

That  said  drug,  when  caused  to  be  introduced  and 
delivered  for  introduction  into  interstate  commerce 
as  aforesaid,  was  further  misbranded  within  the 
meaning  of  352(f)(2),  in  that  the  labeling  of  said 
drug  failed  to  bear  such  adequate  warnings  against 
unsafe  dosage  and  duration  of  administration  in 
such  manner  and  form  as  are  necessary  for  the  pro- 
tection of  users  in  that  each  tablet  of  said  drug 
contained  .1  milligram  of  crystalline  alpha  estradiol 
and  the  labeling  of  said  drug  failed  to  warn  that 
the  use  of  said  drug  in  the  dosage  and  with  the  dura- ' 
tion  of  administration  recommended  on  its  labeling 
may  result  in  uterine  bleeding  and  damage  to  the 
ovaries ; 

That  said  drug,  when  caused  to  be  introduced  and  | 
delivered  for  introduction  into  interstate  commerce 
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as  aforesaid,  was  further  misbrancled  within  the 
meaning  of  352  ( j  ) ,  in  that  said  drug  was  dangerous 
to  [378]  health  when  used  in  the  dosage  and  with 
the  frequency  prescribed,  recommended  and  sug- 
gested in  its  labeling  since  each  tablet  of  said  drug 
contained  .1  milligram  of  crystalline  alpha  estradiol 
and  the  use  of  a  drug  containing  .1  milligram  of 
crystalline  alpha  estradiol  with  the  frequency  pre- 
scribed, recommended  and  suggested  in  its  labeling, 
to  wit,  as  directed  on  the  box  label,  ''3  tablets  daily 
before  meals  for  10  days.  After  the  10-day  period 
take  1  tablet  daily"  would  be  dangerous  to  health 
•since  such  use  of  said  drug  may  result  in  uterine 
bleeding  and  damage  to  the  ovaries. 

JAMES  M.  CARTEE, 

United  States  Attorney. 

By  /s/  ARLINE  MARTIN, 

Asst.  United  States  Attorney. 

[Endorsed] :     Filed  April  8,  1949.  [379] 
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United  States  of  America  in  and  for  the  Southern 
District  of  California,  Central  Division 

No.  20596 — Criminal 

UNITED  STATES  OF  AMERICA, 

Plaintiff, 

vs. 

EL-0-PATHIC  PHARMACY,  INC.,  a  Corpora- 
tion, and  jMARTIN  A.  CLEMENS,  an  Individ- 
ual, Manager  and  Director  of  Said  Corporation, 
and  MARTIN  A.  CLEMENS,  an  Individual, 
Trading  as  M.  A.  CLEMENS  PHARMACY, 

Defendants. 

Honorable  Delbert  E.  Metzger,  Judge  presiding 

REPORTERS'  TRANSCRIPT  OF 
PROCEEDINGS 

Los  Angeles,  California 
June  22, 1949 

Appearances : 

For  the  Plaintiff: 

JAMES  M.  CARTER, 

United  States  Attorney;  by 

GEORGE  E.  DANIELSON, 

Assistant  United  States  Attorney,  and! 

NORMAN  W.  NEUKOM, 

Assistant  United  States  Attorney. 
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For  the  Defendants: 

CARL  B.  STURZENACKER,  ESQ.,  and 
EUGENE  M.  ELSON,  ESQ., 

1204  Taft  Building, 
1680  North  Vine  Street, 
Hollywood  28,  California.  [2*] 

The  Clerk:  No.  20596,  United  States  of  America 
vs.  El-0-Pathic  Pharmacy,  Inc.,  and  Martin  A. 
Clemens. 

Mr.  Danielson :     Ready  for  the  government. 
Mr.  Elson :     Ready  for  the  defendants. 

The  Clerk :     Your  name  is 

Mr.  Danielson :     George  E.  Danielson. 
The  Clerk:     Thank  you.  And  your  name,  sir"? 
Mr.  Elson :     Eugene  M.  Elson. 
The    Clerk:     And   is   the   defendant   Martin   A. 
Clemens  present? 
Martin  A.  Clemens :     Yes. 
Mr.  Elson:     He  is.  [3] 

*  4fr     * 

(Counsel  for  the  Government  and  the  De- 
fendants then  filed  a  Stipulation  as  to  Facts.) 

*  *     * 

Mr.  Danielson:     Dr.  Thienes,  please. 

CLINTON  H.  THIENES,  M.D. 

called  as  a  witness  on  behalf  of  the  government, 
being  first  duly  sworn,  testified  as  follows :  [10] 

*  Page  numbering  appearing  at  top  of  page  of  original  Reporter's 
Transcript  of  Record. 
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(GoveiTiment's  Exhibits  1-15  were  then  ad- 
mitted in  evidence  without  objection.) 

*     *     * 

Q.  (By  Mr.  Danielson) :  Doctor,  will  you  state 
your  address,  please? 

A.     I  live  in  Los  Angeles. 

Q.     And  what  is  your  present  occupation  ? 

A.  I  am  Professor  of  Phamiacology  and  Toxi- 
cology and  Head  of  the  Department  of  Pharma- 
cology and  Toxicology  in  the  University  of  Southern 
California. 

Q.  Of  what  school  or  schools  are  you  a  graduate 
and  with  what  degrees  and  the  dates,  please  ? 

A.  I  received  the  Bachelor  of  Arts  DegTee  from 
the  University  of  Oregon  in  1918.  In  1923,  I  re- 
ceived the  Doctor  of  Medicine  Degree  and  the 
Master  of  Arts  Degree  from  the  [12]  University  of 
Oregon,  having  completed  a  course  in  medicine  at 
the  University  Medical  School. 

Mr.  Elson:  Will  you  speak  a  little  louder,  Doc- 
tor? 

The  AVitness :     Yes. 

x\nd,  having  done  work  there,  I  received  the  Grad- 
uate Degree  of  Master  of  Arts  during  that  periodj 
five  years. 

Q.  (By  Mr.  Danielson)  :  Have  you  had  any  post- 
graduate work,  Doctor,  other  than  that  described? 

A.     I  did  post-graduate  work  also  at  Stanfor( 
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University  Medical  School.    I  received  the  Doctor 
of  Philosophy  Degree  in  1926  from  Stanford  Uni- 
versity. 

Q.  And  what  was  your  major  subject  or  specialty 
in  getting  that  degree? 

A.     Pharmacology  and  toxicology. 

Q.  Are  you  a  member  of  any  scientific  medical 
body? 

A.  Yes ;  I  am  a  member  of  the  American  Society 
of  Pharmacology  and  Experimental  Therapeutics, 
Incorporated,  the  International  Society  known  as 
the  Society  for  Experimental  Biology  and  Medicine, 
the  American  Association  for  Advancement  of 
Science,  and  a  Fellow  of  the  American  Medical  As- 
sociation. I  am  a  member  of  the  Los  Angeles  County 
Medical  Association  and  the  California  Medical 
Association,  the  Western  Society  for  Clinical  Re- 
search, and  I  am  an  honorary  member  of  the  Los 
Angeles  Society  of  Internal  Medicine  and  the  Los 
Angeles  Academy  of  Medicine.  I  am  a  member  of 
the  Western  [13]  Society  for  Psychosomatic  Medi- 
cine. 

Q.  Doctor,  are  you  recognized  in  any  biographi- 
cal encyclopedia,  such  as  Who 's  Who  ? 

A.     Yes. 

Q.    What  would  some  of  those  be,  please  ? 

A.  I  am  in  Who's  Who  in  America,  American 
Men  of  Science,  Leaders  in  Education,  and  a  num- 
ber of  other  Who's  Who,  one  of  them  an  interna- 
tional Who's  Who. 

Q.     Have  you  published  any  books.  Doctor? 
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A.  I  have  published  a  textbook  of  toxicology, 
called  the  Clinical  Toxicology,  and  a  textbook  of 
pharmacology,  known  as  Fundamentals  of  Phar- 
macology, and  a  field  manual  in  toxicology  for  agri- 
cviltural  workers. 

Q.  Do  you  know  whether  any  of  these  books  are 
used  in  colleges  or  universities  ? 

A.  The  first  two  are  used  in  quite  a  number  of 
the  universities  of  this  country  and  abroad. 

Q.  Have  you  published  any  other  scientific 
papers,  articles  or  other  literature? 

A.  There  is  a  list  of  115  scientific  periodicals  of 
which  I  am  either  the  author  or  the  director  of  the 
research  and  the  writing  of  the  paper. 

Q.  And  what  subject  were  you  principally  inter- 
ested in  in  these  writings  1 

A.     Pharmacology  and  toxicology.  [14] 

Q.  Have  you  in  the  past.  Doctor,  engaged  in  the 
practice  of  medicine "?  A.     I  have. 

Q.     For  about  how  long'? 

A.  I  have  been  licensed  to  practice  medicine 
since  1928  and  have  practiced  as  a  consultant  since 
then. 

Q.     You  are  still  practicing  as  a  consultants 

A.  I  am.  And  I  have  had  a  private  office,  for 
private  patients,  six  or  seven  years.  [15] 

Q.  (By  Mr.  Danielson)  :  You  are  a  specialist 
in  what  field.  Doctor,  if  any? 

A.     In  practice  or  as  a  scientist? 

Q.    As  a  scientist. 

A.     Pharmacological  and  toxicological. 
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Q.    What  is  pharmacology,   Doctor? 

A.  Pharmacology  is  the  science  of  the  nature 
and  action  of  drugs  or  medicines. 

The  Court:  I  do  not  recall  whether  you  stated 
that  you  are  a  member  of  the  A.M.A.? 

The  Witness:  I  am  a  fellow  of  the  American 
Medical  Association. 

The  Court:  Have  you  any  connection  with 
naturopathic  organizations  ? 

The  Witness:    No,  sir. 

Q.  (By  Mr.  Danielson)  :  Does  pharmacology  in- 
clude any  study  of  the  effects  of  these  drugs  that 
you  mention? 

A.     Which  drugs  are  you  referring  to,  sir? 

Q.  You  have  mentioned  that  pharmacology  is 
a  study  of  the  science  of  drugs  and  toxic  effects. 

A.  And  nature  and  actions  to  the  uses,  I  should 
have  said,  therapeutic  uses. 

Q.  Would  that  be  as  to  humans  as  well  as  ani- 
mals? A.     Yes,  certainly. 

Q.  Well,  does  it  include  a  study  of  the  toxic  or 
dangerous  [16]  effects  as  well  as  these  drugs? 

A.     It  does. 

Q.  Are  you  familiar  with  the  male  sex  hormones, 
Doctor  ?  A.     Yes. 

Q.  Is  one  of  these  hormones  commonly  desig- 
nated as  testosterone?  A.     It  is. 

Q.  Do  you  know  whether  the  body  of  the  normal 
male  adult  generates  testosterone? 

A.     Yes,  it  does. 
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Q.     In  what  form?  A.     As  testosterone. 

Q.    Just  pure  testosterone,  is  that  correct? 

A.    Yes. 

Q.  And  that  is  generated  by  what  organ  or  or- 
gans? A.     The  testes. 

Q.    Is  that  a  gland,  Doctor? 

A.    Yes,  it  is  a  gland. 

Q.  Does  the  body  of  the  male  adult  always  pro- 
vide an  adequate  supply  of  testosterone? 

A.    No. 

Q.  In  such  event  of  a  deficiency,  can  it  be  sup- 
plied to  an  individual  ?  A.    Yes,  it  can  be.  [17] 

Q.     Now,  in  what  form,  Doctor? 

A.  Well,  as  testosterone  or  as  testosterone  pro- 
pionate or  acetate  or  as  methyl  testosterone.  These 
are  the  principal  forms  in  which  it  is  used. 

Q.  Doctor,  would  you  speak  a  little  louder, 
please,  and  would  you  explain  how  these  forms  are 
actually  different  from  pure  testosterone,  particu- 
larly methyl  testosterone? 

A.  The  difference  between  testosterone  and 
methyl  testosterone  is  that  there  is  an  extra  atom 
of  carbon  and  three  extra  atoms  of  hydrogen  in  thej 
molecule,  the  one  atom  of  carbon  and  three  oi 
hydrogen  being  joined  together  in  the  form  of  the] 
methyl  radical,  CHS  radical,  which  is  attached  t( 
one  of  the  carbon  atoms  of  the  testosterone. 

Q.  What  is  the  practical  effect  of  that  difference] 
from  pure  testosterone? 

A.  The  methyl  radical  makes  the  compound  more] 
readily  absorbed  from  the  digestive  tract. 
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Q.  Now,  again,  in  the  event  of  a  deficiency  of 
testosterone  in  the  males,  can  this  deficiency  be  sup- 
plied to  a  hnman? 

A.    You  mean  the  method  of  administration  ? 

Q.     That  is  correct,  the  routing  I  mean. 

A.  Methyl  testosterone  may  be  supplied  in  tab- 
lets, to  be  swallowed,  or  in  small  tablets  often  known 
as  linguets  to  be  placed  under  the  tongue  and  al- 
lowed to  slowly  dissolve  and  [18]  be  absorbed  by 
the  mucuous  membrane  under  the  tongue. 

Testosterone  must  be  injected,  although  it  is 
given  by  mouth,  but  its  absorption  from  the  diges- 
tive tract  is  poor.  So  that  usually  it  is  injected, 
either  in  solution,  in  an  oil,  or  as  crystals  suspended 
in  water  or  saline  or  glucose,  or  as  pellets  which  are 
implanted  under  the  skin  or  into  a  muscle  surgically. 

Testosterone  dipropionate  is  usually  dissolved  in 
an  oil  and  injected. 

Q.  Doctor,  what,  if  any,  difference  is  there  in 
the  effect  of  administering  testosterone  in  these  dif- 
ferent forms  or  by  different  routes'? 

A.     No  difference.    They  all  have  the  same  effect. 

Q.  And  what  is  that  effect,  that  is,  the  effect  of 
what'?  A.     The  effe<3t  of  testosterone. 

Q.  Are  you  familiar,  Doctor,  with  the  female 
sex  hormones'?  A.    Yes. 

Q.     What  are  they  called,  genericaJly? 

A.  There  are  two  classifications.  One  class  are 
the  estrogens  and  the  other  might  be  called  the 
progestational  hormone. 

Q.     What  is  the  meaning  the  the  term  estrogens  ? 
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A.  They  are  the  hormones  which  are  compounds 
which  [19]  cause  estrus  (e-s-t-r-u-s)  and  there  are 
other  spellings  as  well,  in  animals  and  in  human 
and  produce  analogous  effects  such  as  increase  in 
the  size  and  number  of  cells  in  the  uterus  and  mam- 
mary gland. 

Q.  Does  the  body  of  the  normal  female  adult 
human  generate   estrogens'?  A.     It   does. 

Q.     In  what  form? 

A.     Principally  estradiol  or  alpha  estradiol. 

Q.    And  what  gland  or  glands  generate  this  ? 

A.     The  ovary,  principally. 

Q.  Does  the  body  of  the  normal  female  human 
adult  always  generate  an  adequate  supply? 

A.     No,  it  does  not. 

Q.  Can  these  estrogens  be  supplied  to  a  woman 
who  is  deficient  in  her  own  natural  supply  ? 

A.     It  can. 

Q.     In  what  ways  can  it  be  supplied? 

A.  Either  in  oral  solution,  the  alpha  estradiol 
or  estrone  or  similar  compounds,  which  are  products 
of  metabolism  of  the  estradiol  and  have  the  same 
type  of  effect;  they  may  be  dissolved  in  oil  and  in- 
jected; they  may  be  combined  with  certain  radicals 
such  as  the  benzoate  estradiol,  propionate  or  dipro- 
pionate  and  dissolved  in  oil  and  injected,  or  they 
may  be  given  by  mouth;  and  certain  radicals  at- 
tached to  [20]  estradiol  will  make  it  more  easily 
absorbed,  just  as  in  the  case  of  testosterone,  and 
then  the  crvstals  mav  be  suspended  in  water  and 
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injected  or  made  into  pellets   and  surgically   im- 
planted mider  the  skin  or  into  the  muscle. 

The  Court:     What  is  propionate? 

The  Witness :  Propionate,  that  is  an  acid  radical, 
an  organic  acid  containing  three  carbon  atoms, 
which  combines — which  can  be  made  to  combine 
with  estradiol,  alpha  estradiol,  to  form  a  more  com- 
plex compound  which  is  more  slowly  disintegrated 
in  the  body  and  therefore  acts  longer  than  the  alpha 
estradiol. 

The  Court:  Is  that  the  purpose  of  the  combina- 
tion? 

The  Witness:  In  the  case  of  alpha  estradiol 
dipropionate  it  is  to  give  a  more  prolonged  action. 

The  Court:  Can  the  estrogens  be  supplied  by 
rubbing  on  the  skin,  Doctor? 

A.  Yes,  they  may  be  dissolved  in  fatty  materials 
or  in  fat  solvents  and  applied  to  the  skin. 

Q.  Does  the  normal  female  human  adult  con- 
tinue to  have  a  source  of  natural  supply,  a  natural 
source  of  supply  of  estrogens  throughout  her  life? 

A.  At  the  period  we  call  the  menopause  or  the 
change  of  life,  the  secretion  of  the  natural  estrogens 
is  reduced  to  a  very  small  amount  and  may  be  en- 
tirely stopped. 

Q.  Now,  you  have  described  the  various,  differ- 
ent forms  [21]  of  estrogens  in  the  female  hormone 
and  the  various,  different  manners  of  administra- 
tion. Is  there  any  difference  in  the  effect  by  ad- 
ministering it  in  these  different  manners  or  in  the 
different  forms?  A.     No. 
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The  Court :    Is  there,  as  to  the  efficiency  ? 

A.  Well,  that  is  a  matter  of  dosage  and  efficiency 
of  absorption,  of  course.  For  instance,  when  rubbed 
on  the  skin,  the  amount  that  gets  into  circulation 
for  a  given  weight  of  the  compound  applied  would 
be  usually  less  than  that  which  would  get  into  cir- 
culation from  injection. 

Q.  (By  j\Ii\  Danielson)  :  Now,  Doctor,  you  tes- 
tified that  the  generic  term  for  one  class  of  the 
female  sex  hormone  is  estrogens.  Are  there  other 
estrogens  besides  alpha  estradiol? 

A.  Yes,  there  is  estrone,  which  is  secreted  into 
the  urine  of  humans  and  many  animals,  also  known 
as  theelin,  which  is  widely  used.  It  is  less  potent 
but,  by  giving  a  large  dose,  the  same  results  are  ob- 
tained as  with  estradiol,  and  then  there  is  a  similar 
compound  excreted  into  the  urine  and  known  as 
estriol  or  theelol.  Then,  there  are  others,  still, 
especially  which  are  foimd  in  the  urine  of  horses, 
known  as  equilin  and  equilenin.  These  are  of  minor 
importance,  medically. 

Q.    Are  all  these  natural  estrogens.  Doctor?  [22] 

A.  Yes.  All  that  I  have  named  are  natural 
estrogens. 

Q.  Are  the  effects  of  all  natural  estrogens  the 
same  ? 

A.  As  far  as  the  effect  upon  the  uterus  and  the 
breasts  and  the  skin,  yes. 

Q.  Now,  Doctor,  in  your  profession  as  pharma- 
cologist, are  you  familiar  with  the  United  States 


El-O-Pathic  Pharmacy,  et  ah,  etc.  353 

(Testimony  of  Clinton  H.  Thienes,  M.D.) 
Pharmacopoeia,    Official   National   Formulary   and 
the    Official    Homeopathic    Pharmacopoeia    of    the 
United  States?  A.     I  am. 

Q.  Have  you  examined  these  publications  to  as- 
certain whether  they  mention  the  drug  alpha  estra- 
diol? 

A.    The  United   States   Pharmacopoeia  lists   it. 

Q.  And  by  what  name  is  this  drug  designated  in 
the  United  States  Pharmacopoeia? 

A.    As  estradiol  and  as  alpha  estradiol. 

Q.  Is  this  drug  also  designated  in  the  Unifed 
States  Pharmacopoeia  by  the  name  Female? 

A.     No. 

Q.  Have  3^ou  examined  the  three  compendia 
which  I  have  named  to  determine  whether  there  is 
any  drug  listed  under  the  name  Female? 

A.     I  have,  and  I  have  found  no  such  drug. 

Q.  What  is  the  common  or  usual  name  of  alpha 
estradiol  ? 

A.     It  is  either  alpha  estradiol  or  estradiol. 

Q.  Is  it  ever  referred  to  commonly  or  usually  as 
female?  [23]  A.     No. 

Q.  Now,  Doctor,  on  the  basis  of  your  education, 
your  professional  training  and  experience,  your 
study  of  the  scientific  literature,  medical  literature, 
your  participation  in  conferences  and  discussions 
with  other  doctors  and  other  scientists  and  your 
research  and  clinical  experience,  do  you  know^  the 
concensus  of  medical  opinion  regarding  the  toxic 
effects  which  methyl  testosterone  may  have  upon 
the  adult  male?  [24]  A.     Yes,  I  think  I  do. 
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Q.    What  is  that  consensus  of  medical  opinion? 

Mr.  Elson:  I  object  to  that,  on  the  ground  that 
it  calls  for  a  conclusion  of  the  witness  and  there  is 
no  foundation  laid.  It  may  be  true  that  the  doctor 
has  had  considerable  experience  in  reading  and  in 
conferences  and  so  on,  but  \\e  still  don't  know  what 
the  consensus  of  medical  opinion  is  and  how  far- 
reaching  it  is  necessary  to  go  in  order  to  determine 
it.  It  might  be  the  consensus  of  opinion  in  this 
localit}^  but,  what  would  be  a  consensus  of  opinion 
here  would  not  ne-cessarily  be  the  consensus  of  opin- 
ion nationally  or  internationally  or  in  some  other 
locality. 

Mr.  Danielson:  If  your  Honor  please,  the  de- 
fendants' objection  I  believe  is  as  to  the  weight 
or  credibility  of  this  doctor,  of  this  witness'  opinion, 
rather  than  as  to  whether  or  not  it  should  be  admis- 
sible. Similar  points  have  been  raised  before,  and 
there  is  precedent  within  the  Ninth  Circuit  as  to  the 
admissibility  of  a  qualified  witness'  opinion  as  to 
the  consensus  of  medical  opinion.  In  the  case  of 
Eesearch  Laboratories  vs.  The  United  States,  de- 
cided in  April,  1948,  by  the  Ninth  Circuit  Court, 
reported  in  167  F(2d)   410 

The  Court:  Yes.  Well,  upon  the  doctor's  quali- 
fications, I  think  that  his  opinion  on  that  subject 
should  be  admitted,  subject,  of  course,  to  cross- 
examination  as  to  how  far  it  may  reach  or  what  its 
limits  may  be.    I  overrule  the  objection.  [25] 
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A.  The  methyl  testosterone  may  produce  a  con- 
dition which  is  known  as  aligospermic,  or  even 
aspermia.  These  conditions  are  characterized  by 
deficiency  or  absence  of  spermatozoa  formation  or 
liberation,  and  also  it  has  been  known  to  exaggerate 
or  hasten  the  development  of  carcinoma,  cancer  of 
the  prostate  gland  in  males. 

Q.  Doctor,  w^hat  do  you  mean  by  aligospermia, 
please  ? 

A.  Deficiency  in  the  number  of  sperm  or  sper- 
matozoa which  are  liberated  by  the  male. 

Q.     What  does  that  mean,  in  ordinary  language? 

A.  Well,  it  would  mean  a  deficiency  in  the  ability 
to  reproduce. 

Q.  And  what  is  the  meaning  of  aspermia,  Doc- 
tor? A.     Absence  of  sperm. 

Q.  Now,  you  have  stated  what  is  the  consensus 
of  medical  opinion.  Is  that  your  own  opinion,  also 
based  upon  the   same   background?  A.     Yes. 

Q.  Would  you  explain  what  you  mean  by  car- 
cinoma of  the  prostate,  how  would  you  define  that  ? 

A.  Well,  another  term  is  cancer  of  the  prostate. 
The  [26]  prostate  gland  is  a  gland  in  the  male  which 
is  one  of  the  secondary  reproductive  glands.  It 
secretes  a  fluid  for  carrying  the  sperm  and  it  con- 
tains epithelial  cells  which  are  the  secretary  cells. 
Now,  some  of  these  epithelial  cells,  new  cells  of  the 
type  we  call  malignant  or  cancerous  may  develop; 
and  in  the  early  carcinoma  or  early  cancer,  the 
presence  of  the  cancerous  growth  may  not  be  recog- 
nized.    It  often  occurs  in  middle  age,  at  about  the 
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time  that  the  sex  hormone  may  decrease  in  the 
amount  of  production  and  testosterone  might  be 
given  to  relieve  the  symptoms  which  the  individual 
feels  as  a  result  of  deficient  secretion  of  testosterone 
and  the  administration,  then,  of  the  methyl  testos- 
terone would  stimulate  the  cancerous  growth  and 
perhaps  carry  it  to  the  point  where  it  is  no  longer 
curable. 

Mr.  Elson :    I  did  not  hear  the  last. 

The  Witness:  Well,  the  cancerous  growth  might 
develop  under  the  influence  of  methyl  testosterone 
to  the  point  where  it  is  no  longer  curable. 

Q.  (By  The  Court)  :  Now,  normally,  the  human 
system,  through  what,  the  glands,  supplies  some 
testosterone  ?  A.    Yes. 

Q.  And  that  may  diminish  with  physical  condi- 
tions or  age? 

A.  Yes,  or  infections,  or  a  number  of  other 
things. 

Q.  And  to  attempt  to  supply  that,  you  say 
creates  a  [27]  danger? 

A.  Yes,  there  is  a  danger,  and  if  the  patient 
is  not  being  carefully  observed,  the  cancer  would 
develop  beyond  the  point  of  curability.  In  other 
words,  a  physician  supplying  testosterone  or  methyl 
testosterone,  or  any  of  its  forms,  is  aware  of  this 
danger  and  therefore  he  examines  the  patient  at 
frequent  intervals,  to  see  that  there  is  no  tumor j 
developing  in  the  prostate  gland. 

Q.  (By  The  Court)  :  Well,  is  there  any  condi- 
tion you  know  of  where  the  system  may  create  an 
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oversupply  of  that,  without  being  aided  by  testos- 
terone % 

A.     By  the  administration  of  it,  you  mean? 

Q.  Yes.  The  reason  the  thought  occurs  to  me 
is  that  it  is  generally  known  that  there  are  many 
cases  of  cancer  of  the  prostate  gland  ?  A.     Yes. 

Q.  (By  The  Court)  :  And  I  was  just  wondering 
why  that  gland  seems  to  be  quite  susceptible  to  a 
cancerous  growth. 

A.  I  don't  think  that  we  can  answer  that  ques- 
tion, sir.  We  don't  know  yet  why  a  given  gland 
is  more  susceptible  to  a  given  type  of  cancer.  We 
just  know  of  this  relationship.  We  know  that  in 
cancer  of  the  prostate,  that  castration  will  aid  in 
the  cure  or  at  least  diminish  the  rate  of  development 
of  the  cancer  of  the  prostate  and  of  course  castra- 
tion removes  the  source  of  the  secretion  of  natural 
testosterone.  [28] 

Q.  (By  The  Court)  :  Would  the  diminution  in 
the  supply  of  testosterone  have  any  effect  toward 
promoting  a  cancerous  condition? 

A.     Not  in  the  prostate. 

Q.     (By  The  Court)  :     It  would  not? 

A.  It  would  inhibit  the  development  of  the  can- 
cer in  the  prostate,  when  the  testosterone  secretion 
is  diminished. 

Q.  (By  The  Court) :  Would  changes  of  habits 
in  life  or  dietary  or  other  conditions  of  that  sort 
tend  to  enlarge  or  increase  the  amount  supplied 
by  the  human   system? 

A.     Well,  a  defective  diet,  starvation  or  malnutri- 
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tion  will  decrease  the  function  of  the  testes  and 
therefore  would  de-crease  the  secretion.  That  is  the 
only  situation  in  which  I  think  diet  would  influence 
it.  A  defective  diet  will  definitely  decrease  the 
activity  in  the  size  of  the  testes.  As  far  as  other 
conditions  in  life  are  concerned,  I  don't  think  we 
have  enough  information  to  answer  that  question. 

The  Court:  All  right.  Well,  I  trust  that  neither 
you,  Doctor,  or  counsel  consider  the  court  as  cross- 
examining  the  witness. 

Mr.  Neukom:     No,  no. 

The  Court:  These  thoughts  occurred  to  me.  I 
would  like  to  have  a  little  more  expansion  and  it  is 
for  the  betterment  of  my  understanding  that  I  am 
asking  these  questions  as  we  go  along.  Proceed.  [29] 

Q.  (By  Mr.  Danielson)  :  In  view  of  what  you 
have  just  testified.  Doctor,  would  the  acceleration  of 
a  prostatic  cancer  be  dangerous  ?  A.     Oh,  yes. 

Q.    And  why?    What  are  your  reasons  for  that? 

A.  Rapidly  growing  cancers  will  tend  to  dis- 
seminate through  the  lymphatic '  channels  of  the 
body  to  other  parts  of  the  body.  A  cancer  is  a 
serious  thing,  because  cells  or  portions  of  the  tumor 
break  off  into  the  lympth  and  blood  channels  and 
are  carried  to  other  parts  of  the  body  where  they 
develop  and  often  cannot  be  reached  surgically.  If 
a  cancerous  growth  was  limited  to  the  point  of 
origin,  that  is,  if  a  prostatic  cancer  in  this  case 
remained  in  the  area  of  the  prostate,  it  could  be 
removed  surgically.  But  the  danger  of  cancer  is, 
and  especially  of  the  rapidly  developing  ones,  that 


El-0-Pathic  Pharmacy,  et  al.,  etc.  359 

(Testimony  of  Clinton  H.  Thienes,  M.D.) 
cancerous  cells  break  off  from  the  original  growth 
and  migrate  into  other  parts  of  the  body,  par- 
ticularly through  channels,  particularly  the  lympth 
channels,  and  locate  in  bones  and  the  brain  and 
various  parts  of  the  body  where  often  they  cannot 
be  removed. 

Q.  Doctor,  a  while  back,  when  I  was  asking  you 
questions  relative  to  the  various  compendia,  the 
pharmacopeia,  I  see  that  I  failed  to  ask  you 
whether  alpha  estradiol  was  designated  in  either  of 
the  National  Formulary  or  the  Homeopathic  Phar- 
macopoeia of  the  United  States.  [30] 

A.     No.     They  are  not  in  either  of  those. 

Mr.  Danielson:  Counsel,  will  you  stipulate  that 
those  three  are  the  three 

Counsel  will  stipulate,  your  Honor,  that  the 
United  States  Pharmacopoeia,  the  National  For- 
mulary and  the  official  Homeopathic  Pharmacopoeia 
of  the  United  States  are  the  official  compendia. 
That  is  correct,  is  it  not,  Mr.  Elson? 

Mr.  Elson:    Yes. 

Q.  (By  Mr.  Danielson)  :  Doctor,  on  the  basis 
of  your  education,  your  professional  training,  ex- 
perience, your  studies  of  these  medical  and  scientific 
literature,  conferences,  discussions  with  other  doc- 
tors and  scientists  and  your  clinical  laboratory 
experience,  do  you  know  the  consensus  of  medical 
opinion  regarding  the  toxic  effects  which  alpha 
estradiol  may  have  upon  the  adult  female? 

A.     Yes. 
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Q.  And  what  is  that  consensus  of  medical  opin- 
ion? 

A.  In  line  with  the  testimony  I  have  just  given 
about  the  male  hormone,  it  is  that  it  also  accelerates 
cancerous  growth,  particularly  in  the  female  breast, 
also  in  the  male  breast  as  far  as  that  is  concerned; 
long-continued  administration  also  leads  to  tumors 
particularly  of  the  uterus  and  may  interfere  with 
the  normal  menstrual  cycle. 

Q.  (By  Mr.  Danielson)  :  It  is  likewise  your 
opinion   based   upon  the    same   background?    [31] 

A.    Yes. 

Mr.  Danielson:    You  may  cross-examine.  [32] 


Cross-Examination 
By  Mr.  Elson: 

Q.  Doctor,  we  are  concerned  in  this  case,  so  far 
as  carcinoma  of  the  prostate,  with  its  early  and 
incipient  stages.  That  is  the  language  that  is  em- 
ployed in  the  information.  Can  you  diagnose  the 
presence  of  carcinoma  of  the  prostate  in  an  indi- 
vidual in  its  incipient  stages? 

A.    As  a  rule,  not. 

Q.  Isn't  it  also  true  that,  when  you  are  able  to 
diagnose  [33]  carcinoma  of  the  prostate  in  an  indi- 
vidual, it  is  no  longer  incipient? 

A.  I  suppose  that  is  a  matter  of  definition  but, 
in  general,  I  would  say  that  is  true,  except  for  this, 
if  I  may  say  it.    In  case  the  prostate  is  large  and 
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is  removed,  then,  of  course,  the  carcinomous  process 

can  be  identified  by  the  pathologist. 

Q.  But,  until  it  is  removed,  it  is  quite  difficult 
to  determine  it  in  every  case,  isn't  it? 

A.     Yes. 

Q.  Your  methods  of  diagnosing  that  condition 
are  by  palpation  and  biopsy,  are  they  not  ? 

A.     In  general,  that  is  true. 

Q.  In  other  words,  a  biopsy  is  going  in  and 
taking  a  specimen  of  the  material,  is  it  not? 

A.     That  is  right. 

Q.  And  then,  in  the  case  where  you  suspect  that 
there  might  be  a  carcinoma  of  the  prostate,  you 
don't  remove  the  prostate  but  you  perform  a  biopsy 
and  take  a  specimen  of  the  material,  and  it  might 
well  be  that  the  specimen  you  take  is  not  part  of  the 
affected  area,  isn't  that  true? 

A.     If  biopsy  is  done ;  yes. 

Q.  And  isn't  it  also  true  that  there  can  be  a 
carcinoma  of  the  prostate  that  will  have  with  it  a 
benign  hypertrophy?  A.     Yes.  [34] 

Q.  Cancer  of  the  prostate  in  an  individual,  after 
it  has  passed  its  incipient  stage,  is  usually  associated 
with  manifestations  that  the  patient  feels  in  some 
way,  are  they  not,  or  is  it  not? 

A.     Not  necessarily. 

Q.  What  are  the  manifestations  that  the  ordi- 
nary person  feels  because  of  a  prostatic  cancer? 

A.  Usually  difficulty  in  urination  because  of  the 
pressure  of  the  enlargement  upon  the  urethra,  the 
urinary  tract. 
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Q.    Anything  else"? 

A.    We  are  talking  about  the  early  form,  are  we  ? 

Q.  No.  I  am  talking  about  it  after  it  has  passed 
its  incipient  stage. 

A.  If  it  has  got  to  the  point  where  it  is  metas- 
ticized,  there  would  be  symptoms  from  other  organs 
into  which  the  cancerous  cells  have  scattered  and 
begun  to  grow. 

Q.  And  hasn't  it  been  your  experience  that  a 
person  whose  condition  is  affected  by  a  prostatic 
cancer  that  has  passed  the  incipient  stage  and  is 
diagnosible  comes  to  a  doctor  for  relief,  not  knowing 
what  it  may  be,  but  for  relief  anyway  ? 

A.    Yes. 

Q.  And  the  doctor  examines  him  to  determine 
whether  he  has  a  prostatic  cancer,  and,  if  he  finds 
one,  I  take  it  that  [35]  one  of  the  things  he  advises 
him  is  not  to  take  any  testosterone? 

A.     That  is  true. 

Q.  The  urologist  is  usually  the  one  who  does  this 
prostatic  examination  for  a  cancer,  doesn't  he? 

A.     No ;  I  don't  know  that. 

Q.  Isn't  it  usual,  if  a  man  goes  to  his  own 
physician,  who  is  simply  an  internist,  and  the  doctor 
suspects  that  the  man  may  have  cancer  of  the  pros- 
tate, he  sends  him  to  a  urologist  to  make  that 
examination  ? 

A.  If  he  goes  to  an  internist,  he  is  sent  to  an 
urologist. 

Q.  And,  if  he  goes  there  first  to  the  urologist, 
he  is  there  anyway?  A.     That  is  right. 
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Q.  Isn't  it  your  experience  and  isn't  it  your 
opinion  that,  if  a  man  went  to  an  urologist,  and 
prostatic  cancer  was  advised,  the  urologist  would, 
of  course,  so  advise  his  own  doctor,  and  that  his  own 
doctor  then  would  advise  him  not  to  take  any  tes- 
tosterone and  would  not  prescribe  it  for  him,  if  he 
otherwise  showed  symptoms  in  which  it  w^as  ordi- 
narily used? 

A.  You  put  several  things  together.  I  would 
say  "Yes"  to  some  and  "No"  to  others.  I  think 
it  should  be  divided  up  so  I  can  answer  each  part. 

Q.  Would  you  tell  us,  then,  what  you  mean  by 
"Yes"  and  what  you  mean  by  "No"  and  as  to  which 
parts  of  my  compound  question? 

Mr.  Danielson :  Could  the  question  be  read  back  ? 
It  is  rather  confusing. 

Mr.  Elson:    Surely. 

The  Court:    Yes. 

(Question  read  by  reporter.) 

Q.  (By  Mr.  Elson) :  Do  you  understand  the 
question?  A.     I  think  so. 

Q.  If  you  don't,  I  don't  want  you  to  be  confused. 
I  will  put  it  in  another  way  and  see  if  I  can 
straighten  it  out.  Let's  take  a  hypothetical  example 
of  a  man  who  goes  to  see  his  own  doctor  and,  from 
the  history  of  the  patient,  the  doctor  suspects  that 
probably  or  possibly  he  might  have  a  cancer  of  the 
prostate.  Let's  assume  that  the  doctor  sends  him 
then  to  an  urologist  for  such  examination  and  the 
urologist,  after  examining  him,  concludes  that  he 
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does  have  a  cancer  of  the  prostate  and  so  advises  the 
man's  doctor.  Let's  assume  that  the  man  goes  then 
back  to  his  doctor  and  that  he  is  manifesting  symp- 
toms of  the  climacteric.  Isn't  it  true  that  his  own 
doctor  imder  those  circumstances  would  not  pre- 
scribe testosterone  for  him  and  would  advise  against 
the  use  of  it  by  him?  A.     Yes.  [37] 

Q.  If  that  same  man  had  gone  to  the  urologist 
and  he  had  an  incipient  carcinoma  of  the  prostate, 
w^hich  the  urologist  was  unable  to  discover  either  by 
palpation  or  by  biopsy,  and  the  urologist  so  advised 
the  man's  own  doctor,  and  that  same  man  had 
symptoms  of  male  climacteric,  is  it  your  opinion 
that  ordinarily  such  a  doctor  would  prescribe  testos- 
terone propionate  for  him  and  maybe  later  methyl 
testosterone  ? 

A.     In  many   instances,   I   think   the   physician 

probably  Avould  prescribe  one  of  the  testosterone 

preparations.     I  am  assuming,  of  course,  that  the 

symptomatology  is  adequate  for  the  diagnosis  of 

male  chmacteric,  which  is  a  very  unusual  diagnosis. 

Q.     I  assumed  that  in  my  question  also. 

*     *     * 

The  Witness :  Perhaps  I  should  say  it  is  a  very 
unusual  correct  diagnosis. 

Q.  (By  Mr.  Elson)  :  Do  you  mean  that  it  is 
unusual  for  a  doctor  to  correctly  diagnose  whether 
a  man  is  going  through  the  male  climacteric  ? 

A.  What  I  mean  is  that  male  climacteric  is  a 
very  unusual  condition  and  that  this  hypothetical 
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situation  which  you  [38]  describe  would  be  a  very 

unusual  one. 

Q.  Whether  you  call  it  the  male  climacteric  or 
not,  let  us  take  an  individual  who  has  flushes,  sweats, 
extremely  nervous,  inability  to  concentrate,  noc- 
turia. Let's  say  that  he  is  a  man  around  50  years 
old  or  so.  I  don't  mean  to  be  all  inclusive  in  the 
symptoms  that  I  have  just  related.  But  isn't  it 
your  opinion  that  the  average  general  practitioner, 
other  things  being  equal,  would  under  those  circum- 
stances prescribe  testosterone  for  a  period  of  time 
and  wait  and  see  whether  the  symptoms  were  re- 
lieved? 

*     *     * 

The  Witness:  I  think  we  would  have  to  know 
more  of  what  the  general  practitioner's  examina- 
tion had  consisted  in  and  what  the  report — or  what 
the  urologist  may  have  done  in  the  way  of  examina- 
tion, to  answer  that  question. 

Q.  (By  Mr.  Elson)  :  Let's  assume  that  the 
urologist's  report  was  that  he  had  palpated  the 
prostate  and  performed  a  biopsy  and  there  was  no 
evidence  of  cancer  of  the  prostate. 

A.     And  no  enlargement  of  the  prostate?  [39] 

Q.     No.  A.     What  about  laboratory  tests? 

Q.     Of  what? 

A.     Oh,  excretion  of  hormones. 

Q.  All  right.  Let's  include  that,  that  there  was 
a  laboratory  test  conducted. 

A.     With  what  results? 

Q.    What?  A.     With  what  results? 
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Q.     Negative. 

A.  I  don't  know  what  you  mean  by  ''negative" 
there. 

Q.  Well,  with  nothing  to  indicate  as  a  result 
of  that  laboratory  test  that  there  was  any  presence 
of  cancer  of  the  prostate. 

A.     But  that  wouldn't  be  adequate. 

Q.    What  would  be  adequate? 

A.  You  would  have  to  have  proof  that  there  was 
a  marked  decrease  in  the  secretion  of  testosterone. 

Q.  Is  it  your  opinion  that  such  a  complete  exam- 
ination is  made  in  every  case  that  an  individual  is 
sent  to  an  urologist*? 

A.  Well,  I  would  say  it  would  depend  on  what 
the  urologist  was  asked  but  I  think  also  that  most 
competent  urologists  would  insist  upon — or,  first 
of  all,  he  would  return  the  patient  with  advice  to 
the  physician  and,  before  [40]  arriving  at  a  conclu- 
sion as  to  what  advice  he  would  have  to  give,  he 
would  certainly  determine  whether  or  not  there  was 
evidence  of  male  climacteric  and  that  would  involve 
determination  of  the  secretion  of  male  hormone. 

Q.  You  are  bringing  that  last  into  the  picture 
for  this  reason,  to  see  whether  or  not  there  was  a 
deficiency  of  male  hormone  in  the  individual? 

A.    Yes. 

Q.  I  think  we  can  agree,  can't  we,  that  a  male 
hormone  product  will  not  benefit  a  person  who  is 
not  suffering  from  a  deficiency  of  male  hormone? 

A.     That  is  right. 

Q.    And  so  it  would  only  be  then,  if  a  man  was 
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actually  suffering  from  a  deficiency  of  the  male 
hormone,  and  the  urologist's  diagnosis  had  been  that 
be  found  no  evidence  of  carcinoma  of  the  prostate, 
that  the  general  practitioner  would  prescribe  testos- 
terone for  him? 

A.  Are  you  assuming  these  laboratory  tests  I 
have  talked  about,  too? 

Q.     Yes. 

A.  Then,  I  think  the  doctor  would  give  testos- 
terone in  one  of  its  forms. 

Q.  Let's  assume,  say,  that  the  urologist  didn't 
conduct  a  laboratory  test.  Doesn't  it  often  happen 
that  the  general  practitioner  will,  after  receiving  a 
negative  report  [41]  on  prostatic  cancer  from  the 
urologist,  prescribe  testosterone  for  the  man  for  a 
certain  period  of  time,  to  see  whether  or  not  any 
relief  accompanies  the  administration  of  it? 

A.  No.  I  think  today  the  general  practitioner 
would  want  to  know  for  sure  whether  this  was  a 
case  of  climacteric  or  not  before  he  would  give  the 
testosterone. 

Q.  Is  it  your  opinion  that  the  average  general 
practitioner  will  require  a  laboratory  test  before 
prescribing  testosterone  for  a  patient  who  is  com- 
plaining of  symptoms  which  seem  to  be  associated 
with  male  climacteric  ? 

A.  I  don't  know  what  you  mean  by  the  average 
general  practitioner. 

Q.    Just  that. 

A.     There  ain't  none.     There  is  no  such  animal. 

Q.     There  is  no  average  doctor  ?  A.     No. 

Q.    Well,  would  you  say  that  the  majority  of  doc- 
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tors,  general  practitioners,  would  require  a  labora- 
tory test  prior  to  a  prescription  of  that? 

A.     I  think  today  they  would. 

Q.  Is  that  simply  your  thought  or  just  what  is 
it  based  on? 

A.  It  is  based  upon  knowledge  of  medical  liter- 
ature largely,  and  the  literature  today  is  such  that 
most  doctors  are  aware  of  the  danger  of  symptoms 
and  prostatic  cancer,  by  [42]  giving  testosterone 
preparations,  and  therefore  they  are  very  cautious 
about  it. 

Q.  I  now  go  to  another  phase.  Can  you  say  as 
a  fact  that  it  has  ever  been  demonstrated  by  clinical 
tests  that  testosterone  was  responsible  for  a  pros- 
tatic cancer? 

A.  The  testosterone  has  been  responsible  for 
prostatic  cancers  growing  rapidly,  whatever  they 
were  diagnosed.  I  would  not  say  that  testosterone 
will  cause  a  cancer  to  develop.  I  mean  by  the  word 
"develop"  to  be  actually  started,  and  the  cells  which 
become  cancer  cells  to  be  produced  from  normal 
epithelium  near  the  prostate,  but,  once  the  cancer 
is  started,  then  the  testosterone  has  been  known  to 
exaggerate  it. 

Q.  By  clinical  proof  it  has  been  known  to  exag- 
gerate it?  A.    Yes. 

Q.  Or  is  that  simply  an  assumption  or  an  infer- 
ence, rather,  from  other  things?  Can  you  give  me 
any  example  in  which  it  was  clinically  proven  that 
testosterone  accelerated  the  growth  of  a  prostate 
cancer  ? 
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A.  I  don't  remember  any  specific  instance  at  the 
moment. 

Q.  You  are  familiar  with  at  least  some  of  the 
literature  that  has  discussed  the  subject,  are  you 
not?  A.    Yes.  [43] 

Q.  And  isn't  it  a  fact  that  that  literature  simply 
says  to  this  effect,  in  substance,  that  testosterone 
may  cause  the  acceleration  and  the  growth  of  a 
prostatic  cancer;  that  it  has  been  suggested  that  it 
may  cause  the  acceleration  and  so  on;  and  that  in 
none  of  the  literature  has  any  investigator  reported 
that  he  was  able  to  prove  medically  that  it  did  so? 

A.     That  isn't  my  interpretation  of  the  literature. 

Q.  Can  you  tell  me,  Doctor,  what  literature  you 
have  reference  to  that  leads  you  to  that  interpreta- 
tion? 

A.  I  can't  point  to  any  specific  article  at  the 
moment.  There  are  a  number  of  papers  of  a  man 
named  Huggins  particularly  that  I  recall,  that  have 
shown  the  effect  of  testosterone  upon  prostatic  can- 
cer. [44] 

Q.  (By  Mr.  Elson)  :  And  Huggins,  as  I  under- 
stand it,  and  you  may  correct  me  if  I  am  wrong,  was 
one  of  the  few  investigators  who  did  any  amount 
of  work  on  that  subject?  A.     That  is  right. 

Q.  And  is  there  anything,  in  any  of  the  reports 
of  Huggins,  as  you  recall  it,  in  which  he  reported 
that  a  carcinoma  of  the  prostate  had  been  clinically 
proven  by  him  to  have  been  accelerated  by  the  ad- 
ministration of  testosterone? 

A.     I  don't  recall  that. 
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Q.  As  a  matter  of  fact,  isn't  your  recollection 
that  Huggins  reported  that  because  of  his  experi- 
ence in  castrating  some  20  males  and  watching  the 
results  following  that  castration,  that  he  was  of  the 
opinion  that  testosterone  may  accelerate  the  growth 
of  a  prostatic  cancer? 

Mr.  Danielson:  I  would  like  to  interpolate  one 
question,  your  Honor:  To  which  Huggins  or  what 
Huggins  is  counsel  referring'? 

Mr.  Elson :    I  think  there  is  only  one,  isn  't  there  1 

The  Court:  I  assumed  that  they  were  in  agree- 
ment, as  between  counsel  and  the  witness,  as  to 
Huggins.    I  don't  know  him. 

Mr.  Danielson:  For  the  sake  of  the  record,  I 
would  like  to  have  it  shown  what  Huggins  he  is 
referring  to. 

The  Court:    Very  good.  [45] 

Q.  (By  Mr.  Elson) :  Do  you  know  of  any  other 
Dr.  Huggins,  Dr.  Thienes,  who  is  mention  repu- 
tably in  the  literature  with  regard  to  experiments 
having  to  do  with  prostatic  cancer? 

A.  I  do  not.  The  one  I  am  referring  to  is  now 
Professor  of  Surgery  at  the  University  of  Chicago. 

Mr.  Danielson :  If  your  Honor  please,  we  intend 
to  bring  Dr  Huggins  to  the  witness  stand  in  this 
particular  case,  at  a  later  time. 

The  Court :  Let  us  connect  that  up,  with  the  time 
that  Dr.  Huggins  reported. 

Q.  (By  Mr.  Elson)  :  Do  you  remember  when  he 
wrote  or  rendered  his  report? 

A.     He  is  still  reporting,  but  the  earliest  reports 
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are  several  years  ago.    I  would  hesitate  to  say  the 

particular  number  of  years. 

Q.     To  refresh  your  memory,  was  it  in  1939*? 

A.     I  would  hesitate  to  say. 

Q.  By  the  way,  while  I  am  trying  to  find  some- 
thing here,  you  have  stated  what  your  interpreta- 
tion of  the  consensus  of  medical  opinion  is,  or  the 
effect  that  methyl  testosterone  may  have  on  sterility, 
in  causing  sterility,  and  also  that  alpha  estradiol 
accelerates  cancer  of  the  breast,  cervix  and  uterus, 
am  I  correct?  A.     Yes.  [46] 

Q.  Well  now,  in  arriving  at  what  you  under- 
stand to  be  the  concensus  of  medical  opinion,  you 
take  into  consideration  the  reports,  writings  and 
investigations  of  others,  do  you  nof? 

A.     That  is  right. 

Q.  And  those  reports,  investigations  and  so  on 
are  found  not  only  in  medical  books,  but  they  are 
found  in  The  Journal  of  the  American  Medical 
Association,  the  Urologic  and  Cutaneous  Review,  the 
Journal  of  Clinical  Endocrinology  and  others,  am  I 
correct  ?  A.    Yes. 

Q.  And  based  upon  what  you  read  as  reported 
by  others  in  those,  in  that  literature  and  other 
comparable  publications,  coupled  with  your  own 
experience  and  your  study  generally,  you  then  ar- 
rive at  what  you  believe  to  be  the  concensus  of 
opinion  on  this,  that  or  the  other  subject,  am  I 
correct  *?  A.    Yes. 

Q.  And  that  is  true,  isn't  it,  with  all  doctors 
that  you  know  of?  A.     Yes,  I  think  so. 
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Q.  Isn't  it  also  true  that  other  doctors,  and  let 
us  say  all  of  them,  with  the  qualification  that  they 
are  competent,  intelligent,  interested  men  in  their 
profession,  keep  abreast  of  what  to  do  and  what 
not  to  do  with  respect  to  their  [47]  patients,  by 
experiences  in  their  own  practice  plus  the  reports 
of  others  such  as  I  have  mentioned^ 

A.    Yes,  that  is  true. 

Q.  And  that,  with  that  experience  and  also  tak- 
ing into  consideration  the  reports  of  others,  they 
will  with  their  patients  try  out  on  them,  all  things 
being  equal,  the  method  of  administration  or  what- 
ever it  might  be  as  reported  successfully  by  one  of 
these  other  investigators  ? 

A.     That  is  often  true. 

Mr.  Elson :  Well  now,  if  the  court  will  bear  with 
me  here  a  moment. 

Q.  Oh,  by  the  way,  in  the  literature  that  you 
have  read  which  discusses  the  use  of  testosterone, 
is  it  your  recollection  that  in  practically  all  of  those 
articles  the  writer  w^arns  against  the  use  of  testos- 
terone when  cancer  of  the  prostate  may  be  indi- 
cated ?  A.     Yes. 

Q.     You  are  sure  of  that? 

A.    Most  of  the  current  writings,  yes. 

Q.  Now,  I  think  you  stated.  Doctor,  that  in  the 
case  of  prostatic  enlargement,  a  suspicion  would 
arise  in  your  mind  whether  or  not  a  carcinoma  w^as 
present?  A.    Yes. 

Q.  Do  you  know  of  a  doctor  by  the  name  of 
Walter  M.  Kearns  of  Milwaukee?  [48] 
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A.    No,  I  don't  know  him. 

Q.     You  have  never  heard  of  him  *? 

A.  I  may  have  heard  of  him.  I  don't  recall  his 
name  at  the  moment. 

Q.  Are  you  familiar  with  the  name  of  a  doctor 
by  the  name  of  Harry  Benjamin,  who  wrote  at 
least  one  article  for  the  Urologic  and  Cutaneous 
Review  in  1946?  A.     I  don't  remember  it. 

Q.  The  subject  of  his  article  was  A  Contribu- 
tion to  the  Endocrine  Aspect  of  the  Impotence 
Problem,  a  Report  of  39  Cases.  His  name  is  Dr. 
Harry  Benjamin,  M.D.,  New  York  City.  That 
appeared  in  the  Urologic  and  Cutaneous  Review, 
Volume  50,  March,  1946,  page  143,  and  I  am  going 
to  state  to  you  what  he  stated  on  that  page;  under 
his  title  of  Summary  Conclusions  and  General  Re- 
marks: ''Since  large  amounts  of  the  hormone  may 
suppress  gratuitous  function  temporarily  and  thus 
aggravate  the  sexual  inadequacy  or  may  stimulate 
growth  of  dormant  cancer  cells  in  the  prostate,  doses 
not  higher  than  10  milligrams  testosterone  propio- 
nate twice  or  three  times  a  week  seem  advisable." 

Now,  coming  back  to  your  j^revious  statement, 
you  stated,  I  believe,  that  you  had  no  recollection 
of  any  investigators  reporting  that  it  was  only  the 
testosterone  which  might  accelerate  cancer  growth, 
and  that  there  had  been  no  reported  case  of — that 
you  did  not  know  of  any  such  qualification,  [49] 
that  I  bring  that  to  your  attention  and  ask  you, 
after  my  having  read  that  to  you,  is  your  opinion 
as  previously  expressed  in  any  wise  altered? 

A.    No. 
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Q.     In  other  words,  you  don't  agree  with  if? 

A.  I  don't  agree  with  your  interpretation  of 
what  he  says. 

Q.  Well,  Doctor,  I  read  it.  You  can  read  it,  if 
you  wish.    I  read  it  right  out  of  the  article. 

A.     Well,  you  are  inferring 

Mr.  Danielson:  I  object  to  this  as  argumentative. 
The  doctor  has  stated  his  opinion  and  his  reasons 
therefor. 

Mr.  Elson:     Well,  I  am  willing  to  let  it  stand 

as  it  is.  [50] 

*     *     * 

The  Court:  Well,  that  will  be  all  right.  Just 
before  we  do  adjourn,  I  would  like  to  get  a  few 
little  wrinkles  straightened  out.  You  must  know 
that  a  great  deal  of  this  technical  matter  is  new 
to  the  court,  I  mean  the  medical  and  the  clinical 
matter. 

May  I  ask  you.  Doctor,  your  testimony,  as  I  get 
it,  is  that  any  case  of  enlargement  of  the  prostate 
gland  is  a  suspicious  thing  with  relations  to  can- 
cerous possibility?  [51]  A.    Yes. 

Q.     Or  even  probability'? 

A.    Well,  there  is  a  certain  probability. 

Q.  The  practice,  then,  I  believe  that  of  so  many 
physicians  is  to  undertake  to  alleviate  the  enlarge- 
ment, reduce  it  by  some  form  of  massage  or  some 
similar  treatment"? 

A.  Well,  only  under  certain  special  circum- 
stances would  massage  be  used.    Where  the  prostate 
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is    large    enough    to    produce    serious    sjnuptoms, 

usually  operation  is  advised. 

Q.  Massage  would  be  detrimental  if  there  was 
a  cancerous  condition  ?  A.     That  is  right. 

Q.  Now,  tell  me  again  (I  think  you  have  gone 
over  this),  if  you  can  very  briefly:  How  has  it  been 
determined  that  testosterone  promotes  the  growth 
of  cancer  cells  in  the  prostate  and  in  the  breast? 

A.  Well,  testosterone  does  not  promote  cancerous 
growth  in  the  breast.  That  is  the  action  of  the 
extrogens  that  does  that — — 

Q.     Oh,  yes. 

A.    but,  there  are  various  types  of  evidence 

to  support  the  conception  that  testosterone  stimu- 
lates cancer  of  the  prostate,  it  hurries  its  develop- 
ment ;  for  instance,  from  a  statistical  point  of  view, 
the  profession  interested  in  this  field  are  aware 
of  the  rate,  the  usual  rate  of  development  of  [52] 
cancer  of  the  prostate.  Whenever  testosterone  ad- 
ministration has  been  associated  with  prostatic  can- 
cer, it  has  been  shown  that  the  development  has  been 
much  more  rapid  than  would  be  anticipated  from 
knowledge  of  the  development  of  the  prostate  when 
testosterone  is  not  administered,  for  instance. 

The  Court:     Well,  that  has  been  the  index"? 

A.  That  is  the  one  that  comes  to  my  mind  at  the 
moment,  yes.  There  are  other  criteria  which  I 
assume  other  witnesses  will  enlarge  upon.  [53] 
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Q.  (By  Mr.  Elson) :  Doctor,  I  think  you  testi- 
fied on  direct  examination  that  the  concensus  of 
opinion  was  that  methyl  testosterone  would  cause 
sterility  ?  A.     Yes. 

Q.  Now,  would  the  amount  of  dosage  have  any- 
thing to  do  with  whether  or  not  sterility  would  be 
caused  ? 

A.     Sterility  has  been  caused  by  the  usual  doses. 

Q.    Meaning  what? 

A.     Oh,  10  to  25  milligrams  repeated. 

Q.     How  often? 

A.     Daily  or  less  frequently. 

Q.  Now,  in  arriving  at  that  concensus  of  opinion 
as  you  interpret  it,  I  take  it  that  you,  among  other 
things,  consulted  and  have  consulted  the  w^ritings 
and  reports  of  other  investigators  appearing  in  one 
or  more  of  the  publications  that  I  mentioned  this 
morning  ?  A.     Yes. 

Q.  In  arriving  at  that  concensus,  did  you  give 
any  consideration  [54]  to  an  article  appearing  by 
Laurance  W.  Kinsell,  in  the  Journal  of  Clinical 
Endocrinology,  December,  1947,  entitled  "Sperma- 
togenesis in  a  Pan-hypopituitary  Eunuchoid,  as  the 
Result  of  Testosterone  Therapy"?    Did  you? 

A.     No;  I  don't  remember  that  article. 

Q.  Now,  if  I  told  you  that  in  that  article  that 
investigator  reported  as  follows:  "We  wish,  at  this 
time,  to  report  testosterone-induced  spermatogenesis 
in  a  25-year-old  male  showing  both  laboratory  and 
clinical  evidence  of  pan-hypopituitarism,  using  the 
term  in  a  very  broad  sense,"  would  that  report  of 
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that  investigator  influence  you  at  all  in  your  opin- 
ion? 

A.     Not  at  all.    That  is  quite  a  different  situation. 

Q.  I  referred  this  morning  in  asking  a  question 
in  connection  wdth  your  arriving  at  the  concensus 
of  opinion  to  an  article  by  Dr.  Walter  M.  Kearns 
in  the  Wisconsin  Medical  Journal,  entitled  ''Testos- 
terone." Or  did  1%  Was  that  one  of  them? 
Whether  it  was  or  not,  let  me  put  it  this  way.  In 
arriving  at  your  interpretation  of  that  concensus, 
did  you  give  any  consideration  to  or  read  the  article 
entitled  "Testosterone  in  the  Treatment  of  Testic- 
ular Deficiency  and  Prostatic  Enlargement,"  by 
Walter  M.  Kearns,  M.D.,  Milwaukee,  appearing  in 
Volume  40  of  the  Wisconsin  Medical  Journal,  Oc- 
tober, 1941,  at  page  928,  which  read  as  follows : 

"Clinical  reports  indicate  equally  amazing  results 
when  the  order  is  reversed  and  estrogens  are  given 
to  the  male.  Charney  has  recently  brought  about 
correction  of  abnormal  libido  in  a  male  sexual 
criminal  by  the  administration  of  large  doses  of 
stilboestrol,  the  synthetic  estrogen" — well,  I  don't 
know  what  that  word  means.  "There  also  occurred 
a  cessation  of  spermatogenesis,  with  degeneration 
of  the  germinal  epithelium  as  proved  by  testicular 
biopsy.  In  this  instance  testosterone  might  have 
accomplished  the  same  result,  as  depression  of 
spermatogenesis  has  frequently  been  demonstrated 
after  the  administration  of  huge  doses  of  testos- 
terone to  normal  persons"?  [56] 
After  that  article  has  been  read  to  you,  does  that 


378  United  States  of  America  vs. 

(Testimony  of  Clinton  H.  Thienes,  M.D.) 
in  any  wise  alter  your  opinion  to  the  effect  that,  as 
I  understand  you  to  say,  in  most  cases  the  normal 
dose  of  10  milligrams,  maybe  one   or  two  tablets 
per  day,  of  testosterone  will  cause  sterility? 

A.     I  don't  think  I  said  it  that  way. 

Q.     I  didn't  mean  to  misquote  you. 

The  Court :    10  to  25  milligrams. 

Q.  (By  Mr.  Elson)  :  All  right;  10  to  25  milli- 
grams. A.     Let  me  read  that.    May  I? 

Mr.  Danielson:  What  page  are  you  reading 
from? 

Mr.  Elson:    It  is  on  page  928. 

A.  This  does  not  alter  my  opinion.  His  state- 
ment that  huge  doses  produce  it  in  normal  persons 
is  not  contradictory  to  what  I  said. 

Q.  (By  Mr.  Elson)  :  In  other  words,  you  be- 
lieve  

A.  I  believe  that  the  ordinary  doses  also  have 
been  known  to  do  the  same  thing. 

The  Court:  While  you  are  dealing  with  that, 
make  it  a  little  more  comprehensive  to  a  layman, 
will  you?    I  get  the  sense  of  it  not  too  clearly. 

Mr.  Elson:  Your  Honor,  I  will  be  very  frank 
about  it.  AVhat  I  am  driving  at  is  this :  The  doctor 
has  testified  that  it  was  his  interpretation  of  the 
concensus  of  opinion  that  testosterone  in  normal 
doses  say  of  10  to  25  milligrams  [57]  per  day  would 
cause  sterility  in  the  persons  who  took  it. 

The  Court:     Did  you  make  that  conditional? 

Mr.  Elson:    I  didn't  imderstand  it  to  be  so. 

The  Court:  Do  you  mean  that  was  just  a  flat 
statement  ? 
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The  Witness:  I  don't  mean  it  would  happen  to 
everybody  but  it  does  produce  sterility  in  a  large 
nimiber  of  individuals  to  make  it  a  dangerous  thing 
if  testosterone  is  given  without  careful  control  of 
the  patient. 

Mr.  Elson:  For  the  purpose  of  the  record,  I 
move  to  strike  the  portion  of  the  witness'  statement 
that  it  would  make  it  dangerous  and  so  on.  That 
is  a  conclusion  for  the  court  to  determine  at  the 
end  of  this  case. 

The  Court:  He  is  giving  nothing  more  than  his 
opinion,  as  I  take  it. 

Mr.  Elson:  What  I  am  proposing  to  show  here 
is  that  as  a  part  of  that  concensus  as  he  has  stated 
are  the  writings  and  the  investigations  of  others, 
such  as  these  doctors  whose  articles  I  have  referred 
to,  and  that  in  the  articles  that  I  have  called  to  his 
attention  and  those  which  I  propose  to  call  to  his 
attention  I  propose  to  show  that  what  he  says  is  not 
a  fact  necessarily,  and  that  in  many  cases  of 
spermatogenesis  or,  in  other  words,  an  increase  in 
fertility  in  the  individual  is  accomplished  by  the 
administration  of  testosterone. 

The  Court:  Very  good,  but  as  I  understand  it, 
the  witness'  [58]  testimony  is  that  from  his  observa- 
tion and  experience,  discussion  and  reading,  he  has 
formed  one  opinion.  Now  you  are  testing  him  as 
to  an  opinion  expressed  by  others  and  asking  him  if 
that  has  any  tendency  to  change  his  view.  Thus 
far,  he  has  answered  no.    You  may  go  ahead.  [59] 

Q.  (By  Mr.  Elson)  :  Now,  Doctor,  what  do  you 
mean  by  sterility? 
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A.     Inability  to  reproduce. 

Q.  Now,  do  you  mean  by  your  testimony  that 
testosterone  will  cause  sterility,  am  I  correct,  in  a 
majority  of  persons  or  a  large  number? 

A.     A  fairly  large  number,  yes. 

Q.  That  that  sterility  is  going  to  be  permanent, 
even  though  the  person  discontinues  or  the  doctor 
quits  prescribing  testosterone? 

A.     No,  not  necessarily. 

Q.  As  a  matter  of  fact,  it  is  only  a  temporary 
condition,  is  it  not?  A.     In  many  cases,  yes. 

Q.  And  isn't  it  true  that  from  either  your  ex- 
perience or  your  reading,  that  in  many  cases, 
sjDermatogenesis,  or  fertility  has  been  increased  in 
the  individual  to  whom  testosterone  has  been  ad- 
ministered and  prescribed? 

A.  In  certain  special  endocrine  disturbances, 
yes,  such  as  you  describe  there,  which  was  one  of 
the  unusual  tj^Des  of  endocrine  disease. 

Q.  Now,  when  a  person  goes  to  a  doctor  and  the 
doctor  prescribes  testosterone  to  him,  I  take  it  that 
the  doctor  knows  that  it  may  cause  temporary 
sterility  or  a  decrease  in  the  spenn  comit?  [60] 

A.    Yes. 

Q.  Well,  then,  the  effect  is  the  same,  isn't  it, 
whether  a  doctor  prescribes  it  or  whether  the  person 
tries  it  without  prescription?  A.     No. 

Q.     Why  not? 

A.  Because  the  doctor  will  know  when  it  is 
safe  to  continue  or  discontinue,  when  it  is  proper 
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to  direct  or  to  discontinue,  but  the  individual  who 

does  not  have  medical  advice  doesn't  know. 

Q.  Well,  as  a  matter  of  fact,  the  ordinary  person 
who  would  be  taking  the  testosterone  is  a  person  in 
his  middle  age,  isn't  it? 

A.     I  presume  so,  yes. 

Q.  And  do  you  think  that  sterility  with  a  person 
45  or  50  or  55  or  60  years  old  is  an  important  factor  % 

A.     Yes,  sir. 

Q.     In  what  way  ? 

A.  I  think  any  man  would  be  willing  to  answer 
that.  One  thing  it  would  have  a  very  bad  psycho- 
logical effect  upon  an  individual. 

Q.  Well,  isn't  it  a  case  of  being  willing  to  accept 
the  benefits  of  a  product  such  as  testosterone  and 
giving  up  fertility  at  least  for  the  time  being? 

A.  Yes,  but  I  don't  think  a  person  not  medically 
trained  knows  when  it  is  safe  to  make  that  decision, 
and  there  are  many  other  circumstances  that  have 
to  be  taken  into  consideration. 

Q.  In  your  opinion,  would  a  doctor  who  was 
prescribing  testosterone  for  a  person  and  who  found 
that  it  was  causing  him  to  be  sterile,  but  who  also 
found  when  he  took  him  off  of  testosterone,  the  same 
bothering  symptoms  would  return,  generally  quit 
prescribing  testosterone  % 

A.  Well,  the  proper  indication  for  testosterone 
would  in  a  large  number  of  cases  be  associated  with 
at  least  a  relative  sterility. 

When  testosterone  is  properly  given,  sterility  or 
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temporary  or  at  least  a  degree  of  sterility  is  often 
present. 

The  person  who  diagnoses  his  own  condition  as 
something  requiring  testosterone,  the  chances  are 
that  he  will  not  be  the  type  of  person  that  needs  it. 
Therefore,  he  would  not  be,  ordinarily,  sterile  and 
he  would  produce  sterility  in  himself,  which  is  quite 
a  different  circumstance  from  the  type  of  patient 
that  the  doctor  is  going  to  treat. 

Q.  A  moment  ago  you  spoke  about  testosterone 
being  dangerous,  I  believe.  A,    Yes,  I 

Q.  Unless  given  under  the  prescription  of  a 
physician  ? 

A.  Under  the  guidance  of  a  physician,  yes,  and 
prescription. 

Q.  Now,  on  that  subject  of  danger,  do  you  con- 
sider testosterone  [62]  any  more  dangerous  than 
bromo  seltzer?  A.     Yes. 

Q.  Isn't  it  a  fact  that  bromo  seltzer  is  sold  over 
the  counter  at  soda  fountains'? 

A.     I  am  sorry  to  say  that  it  is. 

Q.  And  isn't  it  a  fact  that  there  are  people  in 
mental  institutions  right  now  that  are  there  because 
of  bromides  that  they  have  taken,  in  excess  amounts  ? 

A.  Well,  I  don't  know  the  fact.  I  know  that 
people  go  to  mental  hospitals  from  overdoses  of 
bromides.  I  don't  know  whether  there  are  any 
bromo  seltzer  bromide  poisonings  today  in  a  hos- 
pital. 

Q.  Well,  an  excess  of  bromides  can  cause  mental 
deran2:ement,  can  it  not?  A.    Yes. 
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Q.    And  bromo  seltzer  contains  bromides? 

A.     That  is  right. 

Q.  And  you  are  familiar  with  the  fact,  are  you 
not,  that  there  are  many,  many  people  that  take 
bromo  seltzer  practically  every  day,  if  not  certainly 
every  day? 

A.    Yes,  there  are  such  people. 

Q.  Will  not  an  excess  of,  take  the  product  Alka 
Seltzer,  tend  in  the  long  run  to  cause  alkalosis  in 
persons  that  are  taking  that  excess? 

A.     Yes.  [63] 

Q.    And  that  is  sold  over  the  counter,  too? 

A.    Yes. 

Q.    Without  prescription?  A.     Yes. 

Mr.  Elson:  That  is  all.  Wait  just  a  moment. 
Doctor,  I  have  one  other  question: 

Q.  In  your  experience,  did  I  understand  you  to 
say  that  you  had  engaged  in  private  practice? 

A.     I  have. 

Q.  And  having  patients  of  your  own  or  con- 
sulting ?  A.     Both. 

Q.  How  long  have  you  been  in  private  practice, 
in  the  handling  of  patients  of  your  own? 

A.  I  had  a  private  office  from  1942  until  Sep- 
tember of  last  year. 

Mr.  Elson:    I  have  no  further  questions. 

Redirect  Examination 
By  Mr,  Danielson: 

Q.     Just  to  clear  up  a  couple  of  points,  Doctor: 
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What  do  we  mean  by  palpation,  Doctor  ?    Palpation. 

A.  Palpation  in  medicine,  medical  parlance,  is 
the  examination  of  a  patient  by  feel. 

Q.  An  examination,  a  palpation  of  the  prostate, 
would  mean  feeling  of  the  prostate? 

A.     Yes.  [64] 

Q.    What  is  the  meaning  of  metastaisis.  Doctor? 

A.  A  metastaisis  of  a  cancer  is  a  cancer  that  has 
developed  at  a  position  different  from  the  origin 
by  some  of  the  cancer  cells  at  the  site  of  origin, 
breaking  loose  from  the  original  tumor  and  being 
transported  to  some  other  part  of  the  body  by 
lymphatics  or  blood,  so,  a  metastatic  cancer  is  a 
cancer  at  some  part  of  the  body  different  from  the 
site  of  the  original  cancer. 

Q.  Now,  you  have  mentioned  palpation  of  the 
prostate.  Is  it  possible.  Doctor,  to  diagnose  a  car- 
cinoma of  the  prostate  by  palpation  at  an  early 
stage  ?  A.     Yes. 

Q.  At  an  early  enough  stage  so  that  beneficial 
therapy  can  be  administered?  A.     Oh,  yes. 

Q.  Could  that  be  early  enough  to  avoid  aggrava- 
tion by  the  use  of  testosterone  ? 

A.  I  am  not  sure  that  I  am  following  your  ques- 
tion there. 

Q.  At  such  a  stage,  when  you  could  diagnose  the 
carcinoma  by  palpation,  would  that  be  early  enough 
so  that  it  would  be  a  contra-indication  to  the  use 
of  testosterone?  A.     Yes. 

Q.  Now,  certain  symptoms  were  mentioned  in 
your    cross-examination,    namely,    flushes,    sweats, 
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nocturia,  inability  to  [65]  concentrate,  irritability, 
in  males  of  about  50  years  of  age.     Would  those 
symptoms  be  present  in  diseases  or  conditions  other 
than  hormone  deficiency  1 

A.  Yes,  in  most  instances  those  symptoms  are 
due  to  something  other  than  hormone  deficiency. 

Q.  Could  you  explain  that,  please,  or  give  an 
example  ? 

A.  Well,  in  exophthalmic  goiter  or  toxic  goiter 
these  symptoms  would  occur,  in  fatigue  states,  in 
anxiety  states,  they  are  common  in  tuberculosis,  you 
will  find  that  type  of  symptom  complex. 

Q.  Would  those  conditions  respond  favorably 
to  a  testosterone  therapy?  A.     No. 

Q.  What  would  be  the  effect  of  such  therapy,  in 
such  cases  ? 

A.  It  would  be  the  same  as  in  any  other  patient, 
that  is,  there  would  be  the  danger  of  producing 
sterility;  or  if  there  were  a  cancer  present,  of 
exaggerating  it,  cancer  of  the  prostate. 

Q.  Upon  the  basis  of  your  experience,  practice, 
learning  and  education,  Doctor,  have  you  found — do 
you  know  whether  persons  in  their  late  forties  or 
fifties,  persons  with  these  specific  symptoms,  tend 
to  diagnose  them  themselves? 

A.     Very  often. 

Q.     Wliat  is  the  usual  result  of  that,  Doctor? 

A.  Well,  they  sometimes  try  to  medicate  them- 
selves, treat  themselves,  such  as  buying  testosterone, 
thinking  that  they  have  a  deficiency  of  testosterone 
secretion,  when  they  have  one  of  these  other  diseases. 
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and  they  would  try  to  treat  themselves  in  some 
instances  to  the  point  where  the  disease  process  has 
gone  so  far  that  it  is  difficult  to  treat  satisfactorily. 

Q.  But  you  have  mentioned,  Doctor,  that  the 
testosterone  is  of  therapeutic  value  where  there  is 
a  deficiency  in  testosterone  in  the  normal  supply  in 
the  body*?  A.     Yes. 

Q.  How  is  it  determined  whether  or  not  there 
is  an  adequate  supply  of  natural  testosterone? 

A.  The  only  sure  way  that  I  know  is  to  make 
hormone  tests. 

Q.     And  how  are  they  done,  generally  speaking? 

A.     Well,  it  is  a  laboratory  procedure. 

Q.     Does  it  require  any  special  training? 

A.     It  requires  very  special  training. 

Q.  Now,  Doctor,  in  connection  with  some  of  the 
literature  which  was  brought  to  your  attention, 
there  was  a  statement  in  substance  that  the  use 
of  testosterone  may  produce  a  certain  effect.  Doctor, 
what  is  the  significance  of  the  word  "may"  in 
scientific  and  medical  literature  of  that  type  ? 

A.  Very  often  a  physician  in  writing  a  paper, 
or  in  [67]  giving  a  talk  or  in  lecturing  to  students, 
will  use  the  word  "may"  in  the  sense  that  a  given 
situation  occurs  in  let  us  say  10  per  cent  or  20 
per  cent  of  a  given  type  of  circumstance;  so  that  a 
particular  individual  then  has  that  probability  of 
fitting  in  with  the  described  condition  and  so  the 
doctor  will  use  the  word  "may"  in  that  circum- 
stance, meaning  that  there  is  a  probability  that  this 
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particular  patient  may  respond  in  a  certain  way 
or  have  a  certain  condition,  that  is,  he  uses  *'may" 
in  the  terms  of  based  upon  known  frequency  of 
occurrence. 

Q.  There  was  a  question  asked.  Doctor,  to  the 
effect  that  the  use  of  testosterone  might  be  it  meant 
a  choice  of  giving  up  a  certain  amount  of  fertility, 
in  exchange  for  some  benefits  to  be  derived  from 
the  use  of  testosterone,  to  which  you  replied  in 
effect  that  is  true,  but  other  circumstances  must  be 
taken  into  consideration.  What  would  be  such  cir- 
cumstances. Doctor? 

A.  Well,  I  think  that  the  most — at  least  the 
thing  that  comes  to  my  mind  is  the  natural  desire 
of  every  male  to  retain  his  potency;  he  may  wish 
another  child. 

Q.  Would  the  toxic  effect  have  any  bearing  at 
that  point?  A.     Toxic  effect  of  what? 

Q.    Of  the  testosterone? 

A.     I  don't  see  a  relation.  [68] 

Q.  With  relation  to  carcinoma  of  the  prostate, 
for  example? 

A.  Well,  of  course,  he  would  not  be  interested 
in  developing  a  carcinoma  of  the  prostate.  I  did 
not  have  that  in  mind,  in  my  answer  at  the  time. 

Q.  Now,  Doctor,  there  was  an  article  by  Dr. 
Walter  M.  Kearns,  *' Testosterone  in  the  Treatment 
of  Testicular  Deficiency,"  and  prostatic  enlarge- 
ment was  mentioned,  and  a  portion  was  read  there- 
from. I  direct  your  attention  to  the  statement 
which  was   read,   ''Chemey   has   recently   brought 
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about  the  correction  of  abnormal  libido  in  a  male 
sexular   criminal   by   the   administration   of   large 
doses  of  stilboestrol,  the  synthetic  estrogen." 

What  is  stilboestrol,  Doctor? 

A.  Stilboestrol  is  a  synthetic  or  artifically  pre- 
pared estrogen. 

Q.  That  is  one  of  the  female  hormones,  is  that 
correct  *? 

A.  It  has  the  effects  of  the  natural  female  hor- 
mones, but  it  is  an  absolute,  entirely  artificial 
preparation.     It  is  a  laboratory  preparation. 

Q.  And  in  the  same  sentence  he  uses  the  expres- 
sion ''abnormal  libido."  What  is  the  significance  of 
that,  in  plain  English?  A.     Libido?  [69] 

Q.     Is  it  abnormal? 

A.  Well,  it  might  be  a  number  of  things.  Libido 
itself  is  sexual  desire  and  there  are  various  and 
smidry  types  of  abnormal  libidos. 

Q.  Then,  in  the  same  comiection,  in  connection 
with  the  same  experiment,  was  the  phrase  there  also 
occurring,  "a  cessation  of  spermatogenesis."  What 
is  the  significance  of  that? 

A.  A  spermatogenesis  or  cessation  of  sperma- 
togenesis is  the  ceasing  or  stopping  of  the  manu- 
facture of  spermatocytes,  or  as  we  ordinarly  call 
them,  sperm  ceUs. 

Q.  Is  there  any  respect  in  which  that  does  not 
agree  with  your  position  that  the  use  of  hormones 
might  decrease  fertility  at  least?  A.    No,  no. 

Q.  Now,  there  is  one  more  expression  in  this 
same  article,  at  the  bottom  of  page  928,  of  which 
I  quote: 
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**One  of  the  contra-indications  for  the  administra- 
tion of  testosterone  is  the  desire  in  a  young  man 
simply  to  enhance  his  sexual  power.  There  is  apt 
to  occur  not  only  a  lessening  of  the  sexual  power 
but  a  depression  of  spermatogenesis  as  well." 

Does  that  in  any  respect  differ  from  your  opinion, 
Doctor?  A.     Not  at  all.  [70] 

Mr.  Danielson:     No  further  questions. 

The  Court:    Is  there  any  recross? 

Mr.  Elson:     That  is  all. 

Q.  (By  the  Court) :  However,  Doctor,  how 
would  a  doctor  (by  that  I  mean  a  physician,  the 
ordinary  family  physician)  determine  approaching 
sterility  in  a  case  % 

A.  Well,  there  are  several  factors  that  he  would 
take  into  consideration.  One  is  the  inability  of  the 
man  and  his  wife  to  have  children. 

Q.    Yes. 

A.  Second,  the  lack  of  sexual  potency,  the  in- 
ability to  perform  the  sexual  act  and,  third,  the 
actual  examination  of  the  seminal  fluid  to  determine 
the  number  of  spermatozoa  present  and  the  degree 

of  motion.  [71] 

*     *     * 

The  Court :  As  to  the  progressiveness  of  sterility, 
it  would  require  a  chemical  examination  from  time 
to  time,  would  it? 

A.  Not  necessarily  a  chemical  examination  for 
sterility,  but  it  would  require  an  examination  of 
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the  seminal  fluid  from  time  to  time.     That  is  a 

laboratory  procedure. 

The  Court:  I  don't  have  it  in  mind  now  and  you 
may  have  told  it  but,  if  you  did,  I  have  lost  it.  Just 
how  was  it  determined  that  the  use  of  this  drug 
would  cause  sterility  ? 

A.  Well,  by  the  procedures  which  I  have  just 
outlined.  Particularly,  the  laboratory  procedure  is 
the  examination  of  the  sperm.  I  am  wondering  if 
you  are  thinking  of  the  diagnosis  of  male  climac- 
teric or  a  failure  of  secretion  of  testosterone. 

The  Court:  Perhaps  so  but  I  got  the  impression 
firmly  fixed  in  mind  that  you  testified  that  the  use 
of  testosterone  would  be  very  likely  to  cause  sterility 
in  many  cases.  What  I  am  inquiring  is  how  was 
that  determined. 

A.  The  frequency  with  which  this  occurs,  of 
course,  is  a  matter  that  had  to  be  worked  out  in  a 
well-organized  clinic,  where  a  large  number  of 
patients  could  be  studied. 

The  Court :  Patients  who  were  using  it  from  day 
to  day? 

A.    Yes,  and  under  the  doctor 's  direction. 

The  Court:  And  it  was  in  that  manner  deter- 
mined that  it  [72]  did  have  that  effect? 

A.  That  is  right.  That  had,  of  course,  been 
discovered  in  the  experimental  animal  before  it  was 
known  in  man.  It  was  the  results  of  experimental 
animal  laboratory  work  that  led  the  doctor  to  ex- 
amine his  patient  to  determine  whether  the  same 
effects  were  happening  in  the  patient. 
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The  Court:  And  it  was  also  determined  by  the 
type  of  libido  ^. 

A.  That  testosterone  would  affect  the  libido  in 
the  individual  who  has  a  deficiency  in  secretion  of 
testosterone ;  yes.  I  am  not  sure  that  I  understood 
your  question.  Testosterone  has  an  effect  upon  the 
libido  but  we  don't  study  libido  by  examining  the 
sperm. 

The  Court :    That  is  all. 

Mr.  Danielson:     That  is  all  for  the  government. 

Recross-Examination 
By  Mr.  Elson : 

Q.  Doctor,  what  is  the  cost  of  a  laboratory  ex- 
amination to  determine  whether  a  person  is  sterile 
or  not?  I  mean,  if  a  person  goes  to  a  doctor  for 
some  reason  and  the  doctor  is  of  the  belief  that 
testosterone  might  be  the  thing  for  him  and  so  he 
has  an  examination  conducted  to  determine  whether 
the  man  is  sterile,  what  would  be  the  cost  of  such 
examination  % 

A.  Just  to  examine  the  sperm  would  cost,  I 
think,  in  the  neighborhood  of  $5.00.  [73] 

Q.    I  am  speaking  of  the  total  cost. 

A.  You  will  have  to  repeat  your  question.  I  am 
afraid  I  didn't  understand  it. 

Q.    Would  the  doctor  do  it  himself? 

A.  The  doctor  could  do  it  himself,  certainly,  if 
he  knew  how. 

Q.  In  connection  with  the  examination  for  de- 
termining whether  or  not  there  is  a  hormone  de- 
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ficiency,  before  prescribing  testosterone,  what  would 

be  the  cost  of  that  procedure  ? 

A.     Fifteen  to  twenty-five  dollars. 

Q.  That  would  be  a  sample  of  the  urine,  would 
it  not?  A.    Yes. 

Mr.  Elson:     That  is  all. 

Mr.  Danielson :  That  is  all. 

Dr.  Warren  Nelson,  please.  [74] 

WARREN  NELSON,  M.D. 
a  witness  called  and  sworn  for  the   government, 
testified  as  follows: 

The  Clerk:     Will  you  state  your  name? 
A.    Warren  O.  Nelson. 

Direct  Examination 
By  Mr.  Danielson: 

Q.    Where  do  you  live,  Dr.  Nelson? 

A.     Iowa  City,  Iowa. 

Q.    And  what  is  your  present  occupation? 

A.  I  am  professor  of  anatomy  in  the  College 
of  Medicine  at  the  University  of  Iowa. 

Q.  Of  what  schools  are  you  a  graduate,  Doc- 
tor, and  in  what  years  and  what  degrees  do  you 
have,  please? 

A.  In  1928,  the  Augustana  College  of  Augus- 
tana,  Illinois,  Bachelor  of  Arts;  1929,  University 
of  Iowa,  Master  of  Science,  and,  in  1931,  New  York 
University,  Doctor  of  Philosophy. 
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Q.  What  was  your  specialty  or  major  in  your 
Doctor  of  Philosophy,  Dr.  Nelson? 

A.  Physiology  and  anatomy,  a  combined  pro- 
gram. 

Q.    What  post-graduate  training  have  you  had? 

A.  For  two  years,  I  studied  as  a  National  Re- 
search Council  fellow  at  the  University  of  Chicago 
with  Dr.  A.  J.  Carlson  and  Dr.  Carl  Moore. 

Q.  And  what  type  of  training  did  you  receive 
there,  [75]  please? 

A.  I  continued  my  training  and  endocrine  stud- 
ies, endocrinology,  with  Dr.  Carlson  and  Dr.  Moore. 

Q.  And  what  scientific  or  medical  societies,  if 
any,  are  you  a  member  of? 

A.  I  am  a  member  of  the  American  Association 
of  Anatomists,  the  American  Biological  Society,  the 
American  Cancer  Society,  the  Association  for  the 
Study  of  Internal  Secretions,  the  Society  for  Can- 
cer Research,  the  Society  of  Experimential  Biology 
and  Medicine  and  the  Johnson  County  Medical  So- 
ciety, which  is  our  local  society. 

Q.  You  have  testified,  Doctor,  that  you  are  pres- 
ently professor  of  anatomy  at  the  University  of 
Iowa  Medical  College,  is  that  correct? 

A.    Yes,  sir. 

Q.    How  long  have  you  been  so  affiliated? 

A.  I  have  been  at  the  University  of  Iowa  five 
years. 

Q.  Did  you  previously  have  any  teaching  affilia- 
tions ? 
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A.  Yes;  at  the  College  of  Medicine  at  the  Uni- 
versity of  Missouri. 

Q.    What  was  your  capacity  there? 

A.  I  was  assistant  professor  of  anatomy  there. 
I  held  the  same  post,  assistant  professor  of  anatomy, 
at  Yale  University,  College  of  Medicine,  and  I  was 
professor  of  anatomy  and  head  of  the  department 
at  Wayne  University,  College  of  [76]  Medicine,  at 
Detroit. 

Q.     How  long  were  you  there  in  that  capacity? 

A.     Two  years. 

Q.    In  what  fields  do  you  teach  medical  students  ? 

A.     Human  anatomy  and  endocrinology. 

Q.  Are  those  the  fields  in  which  you  special- 
ized. Doctor?  A.    Yes,  sir. 

Q.  Do  you  make  a  practice.  Doctor,  of  studying 
and  reading  the  literature  in  your  field  of  endocri- 
nology ?  A.    Yes. 

Q.  And  do  you  from  time  to  time  confer  with 
and  discuss  with  other  scientists  and  doctors  as  to 
this  subject  matter? 

A.     Yes,  sir;  very  frequently. 

Q.  Will  you  explain  the  meaning  of  the  term 
endocrinology.  Doctor  ? 

A.  It  is  a  study  of  the  endocrine  glands  or  of 
the  glands  of  internal  secretions.  These  are  cer- 
tain glands  of  the  body  whose  products  are  released 
direct  into  the  blood  stream. 

Q.    Will  you  name  some  of  them? 

A.     The  testes,  which  are  under  discussion,  the 
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ovaries,  the  j^ituitary,  the  gland  in  the  head,  the 

adrenals,  the  pancreas  and  the  thyroid.  [77] 

Q.  About  how  many  scientific  papers  have  you 
had  published  on  the  subject  of  endocrinology? 

A.     Something  on  the  order  of  150,  I  believe. 

Q.  Would  you  name  a  few  of  the  representa- 
tive publications  in  which  they  have  been  published, 
please "? 

A.  The  Journal  of  Clinical  Endocrinology,  En- 
docrinology, American  Journal  of  Anatomy,  Ana- 
tomical Eecord,  Proceedings  of  the  Society  of  Ex- 
perimental Biology  and  Medicine. 

Q.  Have  some  of  these  papers  related  to  the 
function  of  the  testes'?  A.     Yes. 

Q.     About  how  many.  Doctor? 

A.     Oh,  25  to  35,  I  would  estimate. 

Q.  Have  you  done  any  investigation  into  the 
use  of  testosterone?  A.    Yes. 

Q.     And  its  effect  on  the  function  of  the  testes? 

A.    Yes. 

Q.  How  extensive  has  been  your  research  in 
that  line,  Doctor? 

A.  It  has  covered  a  period,  I  would  say,  of  15 
years.  In  the  days  before  we  had  testosterone  as 
a  purified  chemical,  we  were  using  extracts  of  bull's 
testes  or  human  urine,  on  up  to  the  present  time, 
when  we  have  highly  purified  products.  [78] 

Q.  What  has  been  the  object  of  this  research, 
Doctor? 

A.  To  determine  the  function  of  the  testes  and 
the  factors  which  control  the  function  of  the  testes. 
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Q.  Has  any  of  this  been  to  determine  the  effect 
of  testosterone  n  the  testes  ?  A.    Yes. 

Q.  Has  any  effort  been  made  by  you  to  deter- 
mine the  effect  of  testosterone  on  other  parts  of 
the  body  besides  the  testes'?  A.    Yes. 

Q.  Doctor,  in  conducting  your  investigations, 
has  it  been  your  policy  to  consult  with  medical 
doctors  on  the  staff  of  your  university  and  assist- 
ing them  in  making  diagnoses  and  recommending 
treatment  in  cases  of  testicular  disfunctioning  or 
other  endocrine  conditions'? 

A.  Yes;  our  own  medical  staff  and  the  medical 
staffs  in  other  universities  as  well. 

Q.  Will  you  kindly  describe  to  the  court,  Doc- 
tor, the  investigations  of  this  nature  that  you  have 
conducted  ■? 

A.  Is  it  at  this  point  that  you  would  like  to 
have  me 

Q.  Will  you  kindly  describe  to  the  court,  Doc- 
tor, on  the  basis  of  your  education,  your  training 
and  experience,  your  study,  your  consultations  and 
discussions,  your  clinical  and  laboratory  research, 
the  sum  total  of  your  experience  along  this  line, 
particularly  the  effect  of  testosterone  on  [79]  the 
testes  or  other  parts  of  the  anatomy"?  What  is  the 
effect  of  testosterone"? 

A.  These  studies  have  embraced  not  only  studies 
on  human  patients  but  also  studies  on  experimental 
animals.  The  forms  of  procedure  or  general  pro- 
cedure that  we  have  followed  in  the  case  of  the 
studies  on  human  testes  is  to  obtain  a  sample,  a 
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biopsy,  of  the  testes,  in  fact  both  testes,  prior  to 
treatment,  and  then  to  administer  the  hormone  over 
a  definite  period  of  time,  at  the  end  of  which  a 
second  biopsy  would  be  obtained  and  compared 
with  the  first  biopsy.  At  the  same  time,  studies 
would  be  made  upon  hormonal  levels  of  the  urine 
and  these  would  include  studies  of  the  byproducts 
of  the  male  sex  hormone,  testosterone,  and  the 
levels  in  the  urine  of  hormones  called  gonadotro- 
phins.  These  are  substances  produced  in  the  pitui- 
tary gland,  a  small  gland  in  the  head.  These  gona- 
dotrophins  are  all  essentially  a  normal  function 
of  the  testes.  The  injection  of  testosterone  will 
inhibit  the  activity  of  the  pituitary  in  the  produc- 
tion of  these  gonadotrophins  and  this  will,  in  effect, 
bring  about  a  condition  of  hypophysectomy.  That 
is  a  condition  in  which  the  pituitary  is  removed  or 
absent.  The  same  would  be  true  of  estrogen;  it 
will  inhibit  the  production  of  these  gonadotrophins 
and  that  is  a  definite  function  of  these  testes  nor- 
mally. The  result  is  a  lowered  production  of  sper- 
matozoa and  a  lowered  production  of  the  hormones 
of  the  testes.  [80] 

Q.  In  this  inhibition  of  the  gonadotrophins, 
Doctor,  are  you  referring  to  the  natural  supply  of 
testosterone  within  the  body  or  that  administered 
from  some  independent  source? 

A.  In  this  case,  I  am  referring  to  the  admin- 
istration of  testosterone.  However,  I  think  it  is 
proper  to  say  that  in  the  normal  functioning  of  the 
pituitary  testicular  axis  there  is  an  interplay  be- 
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tween  the  testicular  hormones  and  the  pituitary  hor- 
mone. As  the  pituitary  hormone  drops,  the  testicles 
would  no  longer  be  stimulated  properly  and  thus 
the  level  of  the  testicular  hormone  testosterone 
would  drop  and  the  pituitary  would  then  go  into 
greater  activity.  It  is  an  action  like  a  thermostat. 
When  the  heat  drops,  the  thermometer  there  re- 
cords it  and  turns  the  furnace  on.  As  the  testes 
hormone  level  drops,  the  pituitary  is  turned  on  to 
produce  more  gonadotrophins.  However,  if  the 
level  of  the  testosterone  gets  too  high,  then  the 
activity  of  the  pituitary  is  lessened  just  as  when 
the  temperature  in  the  room  gets  too  high  the 
furnace  is  turned  off. 

Q.  In  other  words,  is  this  correct,  that  the  gona- 
dotrophins have  some  effect  on  the  testes  1 

A.     That  is  right. 

Q.    And  their  effect  is  to  do  what? 

A.  To  stimulate  the  testes  to  produce  sperma- 
tozoa and  to  produce  testosterone.  [81] 

Q.  And  then,  when  the  testosterone  level  in- 
creases, what  effect  does  that  have  on  the  pituitary  ? 

A.  That  inhibits  the  pituitary 's  activity  in  the 
production  of  these  gonadotrophin  hormones  and 
thus  would  decrease  the  activity  of  the  testes  both  in 
the  production  of  the  spermatozoa  and  in  the  pro- 
duction of  testosterone  within  the  testes. 

Q.  For  how  long  a  time  would  this  inhibition 
last,  more  or  less*? 

A.  Certainly  for  the  duration  of  treatment.  How 
much  beyond  that  it  is  difficult  to  say. 
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Q.  Have  you,  as  a  result  of  your  experiments 
and  studies  made  any  determination  as  to  what  ulti- 
mate effect  that  has  upon  the  testes'? 

A.  In  the  case  of  human  testes,  the  result  will 
depend  a  great  deal  upon  the  condition  of  the  testes 
at  the  time  the  administration  of  testosterone  is 
begun.  If  the  testes  are  entirely  normal,  as  deter- 
mined by  this  pretreatment  biopsy,  the  effect  is 
less  marked,  though  very  evident,  than  in  the  case 
of  testes  which  are  not  entirely  normal,  which  have 
undergone  certain  changes,  particularly  in  the  con- 
nective tissue  around  the  tubules  of  the  testes. 
Testes  that  have  that  type  of  damage  are  very  defi- 
nitely and  rapidly  damages  when  testosterone  is  ad- 
ministered. 

Q.    Is  this  damage  a  permanent  effect?  [82] 

A.  I  cannot  as  yet  answer  that  question  to  my 
own  satisfaction  but  I  think  probably  not  unless 
the  damage  before  treatment  in  the  testes  is  present 
and  treatment  is  continued  for,  say,  five  or  six 
months. 

Q.  Doctor,  have  you  made  in  connection  with 
these  experiments  any  determinations  as  to  sperm 
levels'? 

A.  Spermatogenesis  is  affected  by  the  adminis- 
tration of  the  testosterone.  However,  I  am  reluc- 
tant to  place  complete  dependence  on  sperm  counts 
unless  many,  many  of  them  are  taken.  There  is 
quite  a  fluctuation  from  day  to  day  or  often  week 
to  week  in  the  same  individual  and  many  counts 
must  be  taken  to  establish  a  norm.     I  feel  that  a 
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sample  taken  and  studied  with  greatest  histologic 

detail  reveals  much  more  than  do  a  few. 

Q.  On  the  basis  of  your  experiments  and  your 
education  and  training  and  research,  do  you  have 
an  opinion  as  to  the  effect  of  testosterone  therapy  on 
fertility  or  sterility? 

A.  Yes ;  at  the  present  time  I  would  say  all  evi- 
dence that  we  have  been  able  to  accumulate  indi- 
cates that  a  level  of  testosterone  which  will  have 
an  effect  on  the  testes,  and  by  that  I  mean  20  to 
25  milligrams  a  day,  indicates  it  will  cause  damage 
to  the  testes,  the  extent  of  the  damage  being  de- 
termined by  the  pretreatment  condition  of  the 
testes. 

Q.  On  the  basis  of  your  research,  Doctor,  do  you 
have  an  opinion  as  to  the  frequency  of  damage  to 
the  testes  in  men  [83]  in  their  fourth  or  fifth 
decade '? 

A.  Well,  as  men  get  older,  the  testes  show  the 
ravages  of  time  and  they  are  more  prone  to  be  in 
an  atrophic  condition,  so  that  a  man  in  the  fifth  or 
sixth  decade  of  life  would  be  more  likely  to  have 
testes  which  are  already  showing  some  damage  and, 
therefore,  be  more  susceptible  to  the  damaging  in- 
fluences of  testosterone. 

Q.  Doctor,  as  to  this  information  you  have  just 
given  us,  do  you  include  this  in  your  teaching  to 
your  medical  students  in  whole  or  in  part  ? 

A.  Yes;  in  general  essence,  we  give  them  these 
details,  though  I  have  had  more  occasion  to  dis- 
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cuss  these  matters  with  medical  societies  and  medi- 
cal groups  in  various  parts  of  the  country. 

Q.  Doctor,  in  connection  with  your  discussions 
with  medical  societies  and  medical  groups,  have  you 
had  any  method  of  illustrating  and  establishing  the 
interplay  of  the  various  secretions,  as  you  have 
just  described  them  to  us? 

A.  Yes.  We  commonly  use  what  are  known  as 
lantern  slides,  with  pictures  of  either  diagrams  or 
histologic  material  which  has  been  collected  in  the 
course  of  the  studies. 

Q.  Did  you  bring  some  of  those  slides  with  you, 
Doctor?  A.    Yes,  sir. 

Q.  Were  they  prepared  in  connection  with  this 
case  or  in  connection  with  your  regular  work?  [84] 

A.  They  were  prepared  in  connection  with  my 
regular  work  and  have  been  used  many  times  in 
other  connections. 

Q.  That  was  before  you  heard  of  this  case,  is 
that  correct?  A.     Yes,  sir. 

Q.  Did  you  bring  any  of  those  slides  with  you. 
Doctor?  A.    Yes,  sir. 

Q.  Were  they  made  by  you  or  under  your  su- 
pervision and  direction?  A.    Yes,  sir. 

Q.  And  are  they  an  accurate  portrayal  of  that 
which  they  purport  to  portray? 

A.     I  think  so. 

Q.  Would  it  help,  Doctor,  to  explain  the  results 
of  your  experiments  by  projecting  them? 

A.     I  think  some  of  the  points  I  have  attempted 
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to  make  could  be  a  little  more  graphically  obtained 

if  they  were  used. 

Mr.  Danielson:  Your  Honor,  we  have  in  court 
various  of  these  slides  that  Dr.  Nelson  has  referred 
to.  We  also  have  a  slide  projector  set  up  and  a 
screen  here.  We  should  like  to  offer  them,  your 
Honor,  at  the  present  time,  subject  to  cross-exam- 
ination as  we  go  along,  if  counsel  wishes,  and  sub- 
ject, of  course,  to  the  motions  made  earlier  today  by 
counsel  for  the  defense  to  strike  in  the  event  they 
do  not  apply.  With  the  permission  of  the  court, 
we  should  like  to  project  them.  [85] 

The  Court:     Very  well.     Proceed. 

A.  If  we  can  have  the  lights  off,  we  can  use  the 
wall  and  it  mil  be  more  evident,  if  that  is  permis- 
sible. 

Mr.  Neukom:     Oh,  surely. 

A.  That  is  backward.  The  red  spot  should  be 
on  top  and  to  the  right.  Just  to  locate  the  area 
of  the  testes  and  some  of  the  things  it  affects,  this 
is  a  saggital  section  through  the  body,  the  testes 
in  the  scrotum,  and  some  of  the  structures  which 
are  affected  by  testosterone  are  this  sperm  duct, 
the  epididimus  passing  up  here,  the  prostate,  which 
is  this  area  here  connected  with  the  bladder,  the 
seminal  vesicles,  which  also  contribute  to  the  semi- 
nal fluid,  and  then  the  penis.  The  next  slide,  please. 
Oh,  yes ;  if  there  are  any  questions,  please  ask  them. 

Q.     If  there  are  any  questions,  you  may  ask  them. 

Mr.  Elson:    I  haven't  in  reference  to  that  slide. 

A.     This  is  a  diagrammatic  section  through  the 
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testes,  indicating  tubules  which  produce  the  sperm. 
And  they  can  be  seen  in  orderly  progression  from 
the  basement  membrance  here  up  toward  the  center 
of  the  tubules,  these  black  elements  being  the  ma- 
tur  sperm  or  male  germ  cells.  I  would  like  to  call 
attention  to  this  thin  line  around  the  base  of  the 
tubule.  This  is  what  is  called  the  basement  mem- 
brane and  with  change  or  disease  or  atrophic  con- 
dition of  the  testes,  [86]  this  becomes  very  thick 
and  interferes  with  the  passage  or  intrusion  from 
these  areas  outside  of  the  tubules  into  the  germ 
cells.  Like  all  epithelia,  there  are  no  blood  vessels 
in  the  germinal  epithelium.  Nutritive  materials 
or  food  materials  must  pass  through  this  material, 
in  through  the  center  of  the  tubule,  and,  if  that 
thickened  as  it  has  in  cases  of  testicular  atrophy, 
then  a  further  atrophic  change  is  brought  about 
because  of  the  ineffective  passage  of  food  materials. 
In  the  space  between  the  tubules  are  cells  that  we 
call  interstitial  cells.  It  is  these  cells  which  pro- 
duce the  testosterone  we  have  been  hearing  about 
today.  May  we  go  on  with  another  slide?  This,  I 
think,  shows  well  the  pituitary  testicular  axis  that 
we  mentioned,  the  pituitary  here  shown  diagram- 
matically,  with  two  hormones,  the  FSH  hormone 
and  the  ICSH,  that  is  to  say  the  follicle  stimulating 
hormone  and  the  interstitial  cell  stimulating  hor- 
mone. This  is  to  represent  the  testes  and  its  two 
components,  tubules  and  interstitial  cells.  The  FSH 
factor  stimulates  the  tubules  producing  sperma- 
tazoa.     The   ICSH   factor   or  hoimone   stimulates 
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the  interstitial  cells  to  produce  testosterone.  As  we 
said  before,  there  is  an  interplay  between  the  tes- 
tosterone produced  in  the  testes  and  pituitary.  If 
the  level  of  testosterone  gets  high,  it  shuts  off  the 
production  of  these  gonadotrophin  hormones  FSH 
and  ICSH  and,  as  a  consequence,  the  target  hor- 
mones of  the  testes  are  not  stimulated.  [87]  The 
level  of  the  testosterone  drops.  Then  the  pituitary 
springs  into  activity  and  these  hormones  are  se- 
creted and  again  we  have  the  testes  stimulated.  I 
think  it  is  important  to  bear  in  mind  that  balance, 
that  sort  of  a  thermostatic  arrangement  between 
the  testes  and  the  pituitary. 

Q.  One  question.  This  pituitary  gland  is  situ- 
ated where  in  the  body.  Doctor? 

A.  It  is  in  the  head,  commonly  said  to  be  at  the 
base  of  the  brain.  It  is  a  very  small  gland,  not 
much  larger  than  a  good-sized  pea  but  it  is  a  very 
important  gland  because  it  produces  hormones  other 
than  those  I  have  mentioned  here,  hormones  that 
are  important  in  controlling  the  function  of  the 
thyroid,  the  adrenals  and  probably  the  pancreas. 
This  shows,  in  essence,  again  what  I  have  just  gone 
through  and  a  little  more  graphically.  There  is  the 
general  shape  of  the  pituitary  up  there.  This  is  the 
testes.  These  are  two  parts  of  the  testes,  semini- 
ferous tubules  and  interstitial  cells.  The  tubules, 
of  course,  produce  the  sperm  and  the  interstitial 
cells  producing  testosterone.  And  testosterone  has 
many  effects  on  the  body  both  in  the  growth  of  the 
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beard    and    distribution    of   hair,    including    scalp 
hair,  muscular  growth,  growth  of  the  penis  and 
other  organs  of  male  reproduction.  [88] 

The  Witness:  This  slide  shows  the  changes 
through  puberty,  from  the  pre-pubertal  boy  to  the 
adult  man,  and  as  the  testes  increase  in  size  they 
produce  the  testosterone  that  causes  growth  of  the 
penis,  it  causes  the  growth  of  body  hair,  the  ciliary 
hair  and  pubic  hair  and  causes  growth  of  the  mus- 
cles, it  causes  enlargement  of  the  larynx  so  that 
the  voice  changes,  appearance  of  the  beard  and  re- 
cession of  hair  in  the  scalp  region. 

And  down  here,  the  growth  of  the  prostate.  And, 
of  course,  the  prostate  will  not  grow  without  tes- 
tosterone. 

Next,  just  to  illustrate  the  point,  I  tried  to  make 
about  the  importance  of  this  interplay  between  the 
pituitary  gland  and  the  testes,  these  slides  are  slides 
taken  from  the  entire  reproductive  system  of  lab- 
oratory animals,  in  this  case  the  rat,  the  testes. 
Here  is  the  sperm  duct,  the  sperm  ducts,  the  semi- 
nal vesicle,  the  prostate  here  at  the  base  of  the 
bladder — and  there  are  other  glands  that  we  won't 
bother  to  name  now — this  is  the  reproductive  sys- 
tem of  a  normal  adult  male  rat.  It  looks  very  much 
like  the  same  system  does  in  the  human  being. 

Next.  Now,  if  that  pituitary  gland  is  removed 
by  surgical  operation,  then  the  testes  become  atro- 
phic, and  the  injection  of  the  gonadotrophic  hor- 
mone will  restore  them  to  normal.  If  the  pitui- 
taries  are  removed,  then  the  sperm  are  not  pro- 
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duced  and  the  hormones  of  the  testes  are  not  pro- 
duced, but  both  [89]  of  those  functions,  sperm  and 
hormone  production  are  restorable  by  giving  injec- 
tions of  pituitary  extracts. 

However,  next,  in  such  an  animal,  without  its 
pituitary,  the  pituitary  hormones  are  injected  by 
means  of  extracts.  Then,  the  hormones  which  were 
removed  by  the  removal  of  the  pituitary  are  again 
supplied  and  the  testes  are  returned  to  normal,  they 
again  produce  sperm,  they  again  produce  hormones 
by  the  growth  of  the  seminal  vessels  and  the  pros- 
tate. 

Now,  to  transfer  this  briefly  to  the  human  being, 
there  are  conditions  in  men  in  which  the  pituitary 
fails  to  function  normally  in  producing  the  gonads, 
stimulating  hormones.  We  call  such  individuals 
eunuchoids.  They  are  castrate-like  individuals. 
Those  individuals  fail  to  go  through  puberty,  and 
if  we  take  a  sample  of  their  testes  (this  was  done 
in  this  case)  we  find  the  tubules  are  very  small, 
they  are  like  the  tubules  of  a  boy  before  he  enters 
puberty.  In  the  space  between  the  tubules  there 
are  no  interstitial  cells  and,  consequently,  the  in- 
dividual is  producing  no  testosterone  and  as  a  con- 
sequence he  does  not  go  through  puberty.  In  such 
an  individual  we  recognize  them  expressly  only  by 
taking  a  sample  of  the  testes  and  seeing  its  pic- 
ture, and  if  such  an  individual  is  given  gonadotro- 
phic  hormone,  then,  in  five  or  six  months  this  pic- 
ture can  be  produced  in  essentially  normal  testi- 
cles with  tubles  producing  sperm  and  interstitial 
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cells  in  between  these  spaces  between  the  tubules, 
and  such  an  [90]  individual  passes  through  puberty 
under  the  influence  of  this  stimulus  to  the  testes. 

Q.  (By  Mr.  Elson)  :  Doctor,  did  I  understand 
you  to  say  that  with  a  eunuchoid  or  a  person  who 
was  not  passing  through  puberty,  or  not  develop- 
ing there,  that  the  administration  of  testosterone 
w^ould  tend  to  make  those  cells  in  the  testes  grow 
towards  normal  and  he  would  tend  to  become  more 
of  a  normal  person? 

A.  No.  I  said  that  gonadotrophic  hormone,  a 
gonad  stimulating  hormone,  the  gonadotrophic  hor- 
mones are  the  ones  that  are  missing  and  therefore 
they  are  the  ones  that  we  attempt  to  supply. 

Q.  Let  me  ask  you  this,  though,  isn't  it  cus- 
tomary with  a  eunuchoid  to  administer  testosterone 
to  him? 

A.  It  is  not  in  the  case  of  our  group.  We  first 
determine  the  condition  of  their  testes  and  see 
whether  we  can't  make  the  patient's  own  testes 
produce  testosterone. 

Q.  But  the  literature  is  quite  replete  with  in- 
stances wherewith  eunuchoids  they  have  injected 
testosterone,  isn't  that  true? 

A.  In  some  eunuchoids,  and  we  can  determine 
such  eunuchoids  by  getting  a  sample  of  the  testes 
or  by  making  certain  urine  tests.  In  some  eunu- 
choids the  testes  are  not  susceptible  to  stimulation. 
When  that  is  the  case,  when  there  is  a  failure  of 
the  testes,  then  it  is  proper  to  give  testosterone,  but 
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if  [91]  there  is  a  failure  of  the  pituitaries,  the  pitui- 
tary serum  should  be  given. 

Q.  In  the  majority  of  cases,  would  you  say  that 
testosterone  is  not  administered? 

A.  I  would  say  in  the  majority  of  instances  the 
testosterone  has  been  administered,  in  some  in- 
stances incorrectly  because  the  case  was  not  prop- 
erly diagnosed.  But  we  are  just  coming  now  to 
recognize  the  differences  in  these  eunuchoids  and 
ways  in  which  to  differentiate  between  them. 

Mr.  Danielson:  You  are  not  speaking,  Doctor, 
solely  of  the  emiuchoid  group,  though,  is  that  not 
correct  ? 

A.  That  is  right.  I  am  speaking  about  eunu- 
choids now. 

Q.  (By  Mr.  Elson)  :  When  you  say  you  are 
just  coming  now  to  do  that,  what  do  you  mean? 

A.  Well,  five  years,  that  isn't  very  long  in  terms 
of  medical  history. 

Q.  I  miderstand.  That  is  all.  I  was  sorry  to 
interrupt  you. 

A.     It  is  quite  aU  right. 

Xow,  to  go  in  reverse,  showing  that  testes  can 
be  stimulated  by  gonadotrophins — that  pituitary 
hormones  would  stimulate  the  testes,  what  happens 
in  the  human  testes,  I  have  shown  where  gonads  are 
removed.  For  example,  here  is  a  biopsy  taken  from 
a  testes  of  a  man  in  which  treatment  of  estrogen 
had  been  indicated.  This  testes  is  fairly  normal. 
It  produces  fair  quantities  of  spermatozoa  and  it 
has  interstitial  cells  in  the  intertubular  area.  If 
estrogen  is  given,  this  picture  is  produced,  in  three 
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or  four  months  a  very  remarkable  and  rather  com- 
plete atrophy  of  the  testes,  the  reason  being  that 
the  patient's  pituitary  was  inhibited  from  the  pro- 
duction of  hormones  that  the  testes  require.  This 
is  a  case  of  before  and  after  treatment  with  estro- 
gen. 

However,  androgen  will  do  essentially  the  same 
thing.  This  was  a  pre-treatment  biopsy  and,  three 
months  later,  after  daily  treatment  with  25  milli- 
grams of  testosterone,  the  tubules  show  the  evi- 
dence of  a  lack  of  the  pituitary  stimulating  hor- 
mones. 

The  same  is  true  of  the  interstitial  cells  of  life, 
the  hoiTQone  producing  cells,  they  no  longer  are  nor- 
mal in  function  or  appearance. 

Q.  The  25  milligrams  you  speak  of  per  day,  that 
was  injected? 

A.     That  was  given  by  injection,  yes,  sir. 

Next,  please. 

These  are  some  larger  views,  pre-treatment  con- 
dition. 

These  are  the  sperm-produciug  areas,  the  tubules. 

These  are  the  interstitial  cells  that  produce  the 
testosterone,  big,  fat  healthy  cells  and  very  evi- 
dently functional  in  appearance. 

Next,  please.  [93] 

The  same  case  three  months  later,  after  treat- 
ment, again  with  25  milligrams  of  testosterone  a 
day,  and  the  atrophic  change  in  the  tubules,  as  well 
as  in  the  intestitial  cells.  This  latter  patient,  I 
forgot  to  say,  had  rather  definitely  normal  testes 
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throughout.     The  biopsy  showed  a  normal  picture. 

This  is  a  third  biopsy  taken  three  months  later, 
after  the  cessation  of  treatment,  showing  that  the 
interstitial  cells  have  returned  to  normal  and  the 
spermatozoa  are  agaia  present. 

Next. 

This,  again  a  pre-treatment  and  a  post-treatment 
picture  of  the  human  testes,  biopsies  again  taken 
from  a  living  individual,  before  treatment  with 
testosterone  and  after.  This  testes  was  not  quite  as 
healthy  before  treatment  and  therefore  the  changes 
were  a  little  more  remarkable  and  the  recovery  less 
remarkable  as  well. 

Next,  please. 

Now,  this  is  a  little  bit  different  case,  but  I  show 
it  simply  to  emphasize  the  similarity  in  appearance 
between  the  testes  of  individuals  whose  pituitaries 
have  been  inhibited  by  giving  androgens  or  estro- 
gens and  testes  from  individuals  who  exaggerate, 
in  another  way  stopped  the  production  of  or  the 
action  of  the  gonad  stimulating  hormones. 

I  shall  not  go  into  the  details  except  to  tell  you 
that  [94]  that  is  a  pre-treatment  biopsy  and  the 
biopsy  taken  during  treatment  and  it  was  a  case  in 
which  we  produced  or  caused  to  be  produced  what 
we  call  anti-hormones,  hormones  which  inhibit  the 
activity  of  the  gonad  stimulating  hormones  and 
that  is,  when  that  is  done,  the  testes  show  this  pic- 
ture which  is,  as  I  said,  similar  to  that  seen  in  in- 
dividuals whose  pituitaries  have  been  inhibited 
from  producing  the  gonad  stimulating  hormones. 
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Nexf. 

This  is  the  last  one,  is  it? 

The   Machine   Operator:     Yes,   sir. 

The  Witness:  We  will  return  to  a  laboratory 
study,  finally.  This  is  a  picture  of  the  testes  in  a 
rat  of  30  days  of  age.  This  is  just  before  they  go 
into  maturity. 

This  is  a  picture  at  60  days  and  this  testes  is 
quite  mature. 

Now,  if,  at  30  days  of  age  that  animal  is  treated 
with  testosterone,  for  30  days,  this  is  the  picture 
that  is  seen  at  the  end  of  30  days,  in  other  words, 
when  the  animal  is  60  days  of  age.  You  see,  the 
testes,  instead  of  maturing  from  this  state  to  an 
adult  state,  it  has  been  halted  in  the  immature  con- 
dition and  has  failed,  again,  to  undergo  maturation. 

However,  if  at  the  same  time  as  the  testosterone 
is  injected,  gonad  stimulating  hormone  is  given  to 
the  same  animal,  [95]  testosterone  plus  gonad  stim- 
ulating hormone 

The  Court:  What,  then,  did  you  say  should  be 
given  to  stimulate? 

A.  In  this  case,  if  I  have  not  made  it  clear, 
please  tell  me  again. 

The  Court:     Yes. 

A.  This  animal,  at  30  days  of  age,  was  given 
testosterone  but  at  the  same  time  was  given  gonad 
stimulating  hormone  from  the  pituitary. 

The  Court:     Say  it  again. 

A.     Gonad   stimulating   or   gonadotrophic.     The 
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hormone  is  the  pituitary  that  normally  stimulates 

the  testes. 

The  Court:    Yes. 

A.  If  it  is  given  along  with  the  testosterone, 
the  development  proceeds  normally. 

Now,  the  23oint  here  to  bring  out  is  that  when 
testosterone  is  given,  the  testes  fail  to  develop  symp- 
toms of  this  state  (indicating).  This  condition  is 
obtained  (indicating).  The  reason  being  is  that 
the  testosterone  inhibits  the  pituitary  from  pro- 
ducing these  gonadothrophic  hormones.  But,  if  in 
such  an  animal,  that  is  in  an  animal  whose  gona- 
dotrophic  hormones  have  been  inhibited,  if  the  gona- 
dotrophic  hormones  are  injected,  that  is,  by  extracts 
made  of  the  pituitary,  then,  even  though  the  ani- 
maPs  pituitary  can't  stimulate  the  testes,  the  in- 
jected hormones  do,  and  we  get  the  picture  that 
normally  [96]  should  have  held  at  the  end  of  those 
60-day  periods  of  life.  In  other  words,  these  two 
pictures  purport  to  be  similar. 

Well,  I  have  just  simply  attempted  to 

The  Court:     What  is  the  gonad? 

A.  I  guess  the  "gonad"  may  have  been  mis- 
leading. The  gonads  are  generic  terms  for  the  sex 
glands,  either  ovaries  or  testes.  It  is  spelled 
g-o-n-a-d.  And  the  term  gonadtrophic  simply 
means  gonad  stimulating  substances. 

*     *     * 

Q.     (By   Mr.   Danielson) :     Dr.   Nelson,   on   the 
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basis  of  your  education,  your  professional  training 
and  experience,  your  research,  your  studies  of  the 
literature  and  conferences  with  other  scientists  and 
doctors  and  consultations  and  the  research  which 
you  have  just  so  graphically  portrayed  for  us,  what 
is  your  opinion  as  to  the  effect  on  the  testes  of  ad- 
ministered testosterone?  By  administered  testos- 
terone, I  am  referring  to  testosterone  other  than 
that  produced  within  the  body. 

A.     On  the  human  testes 

Mr.  Elson:  Wait  a  minute.  Doctor,  I  want  to 
confine  that  to  methyl  testosterone  that  we  are  talk- 
ing about  in  this  case.  [97] 

Mr,  Danielson :  Very  well,  to  methyl  testosterone, 
the  effect  of  methyl  testosterone. 

A.  From  my  own  researches,  I  cannot  make 
any  statement  on  the  effect  of  methyl  testosterone. 

Q.  (By  Mr.  Danielson)  :  Can  you  make  an 
opinion  on  the  basis  of  your  professional  training, 
experience,  education,  your  studies  of  the  litera- 
ture and  the  results  of  your  conferences  and  dis- 
cussions with  other  scientists  and  doctors,  as  to 
the  effect  of  administered  methyl  testosterone  on 
the  testes? 

A.  Yes.  For  instance,  methyl  testosterone  has 
quantitatively  the  same  effect  as  testosterone,  the 
effect  on  the  testes  is  the  same. 

Q.    What  would  that  effect  be? 

A.  The  inhibition  of  sperm  cell  production  and 
the  inhibition  of  the  production  of  testosterone  by 
the  interstitial  cells. 
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Q.  Would  potency  as  such  be  a  valid  indication 
of  whether  the  interstitial  cells  producing  testos- 
terone are  or  are  not  functioning  under  those 
conditions  ? 

A.  No,  because  the  administered  testosterone 
would,  of  course,  provide  the  necessary  chemical 
agent  for  the  induction  of  potency,  in  other  words, 
the  administered  testosterone  would  take  the  place 
of  the  individual's  own  testosterone,  which  is  no 
longer  being  produced  in  the  same  [98]  amount 
as  before  treatment. 

Q.  How  could  it,  then,  be  determined  whether 
or  not  there  had  been  any  damage  to  the  testos- 
terone-producing portions  of  the  testes'? 

A.  The  only  way  one  can  ascertain  that  is  by 
examination  of  the  testes  and  looking  at  the  inter- 
stitial cells,  noticing  the  atrophic  changes  that  have 
been  promoted  by  the  inhibiting  influences  of  the 
administered  testosterone. 

Q.  Is  that  the  microscopic  examination  of  a 
slide  a  portion  of  the  testes 

A.    Yes,  sir 

Q.    Under  a  slide?  A.    Yes,  sir. 

Q.  (By  the  Court):  Just  how  do  you  get  at 
that?  How  do  you  examine  the  testes  under  a 
slide? 

A.    A  small  piece  of  the  testes  is  removed. 

Q.     (By  the  Court)  :     By  surgical  operation? 

A.  By  surgical  operation,  usually  under  a  very 
simple   local   anesthetic.     The   tissue    is   properly 
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fixed  and  sectioned  and  stained,  the  usual  patholog- 
ical procedure. 

Q.  (By  the  Court)  :  How  would  that  be  called 
for  except  by  just  some  experiments  That  does 
not  seem  like  a  practical  thing?  Who  would  have 
that  done? 

A.     It  is  being  done  very,  very  widely,  now. 

Q.    It  is?  [99] 

A.  In  cases  of  infertility  or  sterility  or  sus- 
pected disease  or  abnormal  function  of  the  testes. 
It  is  a  widely  recognized  procedure  at  the  present 
time. 

Q.  (By  the  Court):  What  prompts  it?  That 
is,  is  it  in  any  sense  an  examination  to  determine 
a  cancerous  condition? 

A.  No,  not  of  the  testes.  Cancer  of  the  testes 
would  usually  be  evident  by  rapid  growth  and 
swelling  of  the  testes  and  biopsy  would  not  likely  be 
indicated. 

Q.  (By  the  Court)  :  Well,  this  is  the  surgical 
operation,  you  call  that  a  biopsy. 

A.  A  biopsy  is  a  surgical  process  or  operation 
in  which  small  samples  of  the  tissue  is  obtained. 

Mr.  Danielson:     No  further  questions. 

Cross-Examination 
By  Mr.  Elson : 

Q.  Doctor,  you  stated  among  your  last  answ^ers 
there  that  you  had  had  no  experience  yourself 
regarding  the  effect  of  methyl  testosterone  on  the 
testes.  A.    On  the  human  testes,  yes. 

Q.  Yes,  but  then  Mr.  Danielson  asked  you  a 
question,  with  a  long  preliminary  about  your  con- 
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tact  with  others  and  so  on  and,  as  I  understood, 
your  answer  was  that  as  a  result  of  that,  the  opin- 
ions of  these  others  were  that  methyl  testosterone 
did  inhibit  the  sperm  production.  A.     Yes. 

Q.  Now,  did  you  mean  that,  that  in  your  opinion 
that  is  the  concensus  of  opinion? 

A.    Yes.    Yes,  sir. 

Q.  Now,  is  there  any  relationship  between  im- 
potence and  sterility? 

A.  Not  a  necessary  one.  They  may  exist  inde- 
pendently or  concurrently. 

Q.  So,  when  you  were  speaking  of  sterility,  did 
you  have  in  mind  impotence  or  simply  sterility 
without  regard  to  impotence? 

A.     Simply  sterility. 

Q.  Now,  is  there  any  comparison  (I  don't  know 
whether  that  is  the  right  word  or  not),  but  is  there 
any  comparison  or  relationship  between  the  effec- 
tiveness or  activity  of  testosterone  propionate,  as 
distinguished  from  methyl  testosterone,  in  the 
creation  of  sterility  in  an  individual? 

Do  I  make  myself  clear? 

A.  I  think  you  mean  is  there  a  relationship  per 
unit  weight  of  material. 

Q.  (By  Mr.  Elson) :  Frankly,  I  don't  know 
enough  about  the  subject  to  frame  a  question  that 
way.  But  what  I  mean  is  this :  Your  testimony  has 
been  that  the  concensus  of  opinion  is  that  methyl 
testosterone  inhibits  sperm  production  and  tends  to 
cause  sterility,  am  I  right?  A.     Yes.  [101] 

Q.     Now,  does  testosterone  propionate  or  testos- 
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terone  by  injection  tend  more   to   cause   sterility 
than  testosterone  administered  orally  such  as  methyl 
testosterone  ? 

A.  On  the  basis  of  other  studies,  where  the  effects 
of  methyl  testosterone  and  testosterone  are  com- 
pared and  parallel  studies,  it  requires  more  by 
mouth  than  it  does  by  injection  and,  therefore,  one 
would  expect  that  it  would  take  more  methyl 
testosterone. 

Q.  How  much  more  testosterone  by  injection — 
or  I  will  put  it  this  way:  You  part-way  answered 
the  question  I  had  in  mind  next.  How  much  more 
testosterone  by  injection  would  tend  to  cause  ster- 
ility in  the  average  case? 

A.  Any  answer  I  would  make  there  would  be 
purely  an  estimate  and  not  based  upon  enough 

Q.     It  would  be  conjectural? 

A.  (Continuing) :  — scientific  information,  to 
warrant  it. 

Q.  (By  Mr.  Elson) :  Would  you  say  that  25 
milligrams  injected  three  times  a  week  would  in 
the  average  person  tend  to  cause  sterility? 

A.  It  would  reduce  the  production  of  sperma- 
tozoa, it  would  make  him  less  fertile.  I  would  be 
unwilling  to  say  that  it  would  make  him  sterile. 
Sterility  implies  complete  lack  of  fertility. 

Q.  Wouldn't  it  then  follow,  Doctor,  that  25 
milligrams  [102]  per  day  in  the  form  of  methyl 
testosterone  would  even  have  less  effect  towards 
inhibiting  sperm  production? 
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A.     In  what  type  of  case  do  you  mean? 

Q.  Well,  let  us  take  a  person.  Doctor,  whom  a 
doctor  has  diagnosed  as  apparently  suffering  from 
going  through  the  male  climacteric  or  has  the 
symptoms  that  are  associated  with  that  condition? 

A.  It  would  depend.  The  effect  of  the  methyl 
testosterone  or  any  testosterone  would  largely  be 
determined  by  the  condition  of  the  patient's  own 
testes.  As  I  tried  to  show  that,  that  is  extremely 
variable  and  the  degree  of  effect  is  conditioned  by 
the  degree  of  normalcy  or  abnormalcy  of  the  testes. 

Q.  In  other  words,  if  I  miderstand  you  cor- 
rectly, is  this  about  it?  That  if  you  would  take  a 
person  such  as  the  one  that  I  have  just  described 
and  if  his  testes  were  producing  a  very  small 
amount  of  testosterone,  would  it  be  your  opinion 
that  the  administration  of  the  quantity  of  methyl 
testosterone  that  I  have  described  here  would  tend 
to  inhibit  the  sperm  production  ? 

A.  That  is  difficult  to  answer,  because  you  have 
not  told  me  in  your  hypothetical  case  what  the  con- 
dition of  his  sperm  production  was  before  treatment 
was  given. 

Q.    You  mean  by  sperm  comit? 

A.     Sperm  count,  that  would  be   one  measure. 

Q.  Frankly,  I  wouldn't  be  able  to  include  in  any 
hypothetical  question  anything  about  sperm  count, 
but  let  us  say,,  can  we  put  it  this  way,  just  gen- 
erally: that  the  sperm  count  was  low  or  the  amount 
of  testosterone  produced  by  that  individual's  testes 
was  low,  would  methyl  testosterone  in  the  quantities 
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that  I  have  mentioned  inhibit  the  production  of 
sperm  to  the  point  that  you  could  say  that  he  was 
tending  toward  sterility  or  was  going  to  become 
sterile  ? 

A.  If  his  sperm  production  was  low,  that  would 
be  a  definite  indication  that  damage  had  been  done, 
had  been  undergone  by  the  tubules  and,  therefore, 
a  methyl  testosterone  or  any  testosterone  would  be 
more  likely  to  cause  damage  than  in  an  individual 
with  a  high  sperm  count. 

Q.  How  about  a  person — can  we  take  one  with 
the  average  sperm  count;  let  us  take  a  person  50 
years  old  with  those  symptoms,  could  we  take  an 
average  sperm  count  regardless  of  what  it  is,  and 
direct  our  question,  then,  to  the  effect  of  methyl 
testosterone  on  that  person  ? 

A.  Speaking  in  general  terms,  I  would  say — I 
would  say  that  the  testes  of  such  an  individual 
would  be  less  damaged  than  the  man  who  had  a 
very  low  sperm  count. 

Q.  Doctor,  what  period  of  time  in  your  opinion 
would  it  require  for  that  dosage  of  methyl  testos- 
terone,, with  that  individual,  to  damage  the  testes 
to  the  point  that  he  became  sterile  ?  [104] 

A.  When  you  use  the  term  sterile,  you  are  using, 
as  I  mentioned  a  moment  ago,  a  rather  final  term 
implying  complete  lack  of  fertility. 

Q.  Can  we  say  non-fertility  or  not  sperm-pro- 
ducing? 

A.  A  completely  sterile  individual,  a  permanently 
sterile  one  would  be  one  who  no  longer  had  germ 


420  United  States  of  America  vs. 


i 


(Testimony  of  Warren  Nelson,  M.D.) 
cells  which  were  multiplying.  However,  an  indi- 
vidual's testes  may  contain  many  germ  cells  and 
yet,  that  individual  be  sterile,  and  there  are  all 
phases  and  grades  from  that  point  on  up  to  what 
we  would  regard  as  the  normal  testes  with  the  nor- 
mal germ  cell  population.  So  I  can't  answer  in  spe- 
cific terms  your  question,  for  that  reason.  The  dif- 
ference seen  between  different  individuals  is  ex- 
traordinary. 

The  Court:  There  would  be  an  extinction,  then, 
of  evidence? 

A.  Yes.  When  the  testicular  hormones,  testos- 
terone, for  example,  is  given,  the  production  of  th( 
pituitary  hormones  that  stimulate  the  testes  is  re- 
duced and  no  longer  do  the  germ  cells  tend  t( 
multiply,  in  fact,  they  tend  to  decrease  in  numbe] 
and  the  degree  of  effect  is  not  the  same  in  every 
individual  because  the  condition  of  the  germ  cells 
prior  to  treatment  is  so  widely  variable. 

Q.  (By  the  Court)  :  That  would  not  necessarily 
mean  an  utterly  dead  extinction  ? 

A.    No.  That  is  right.  That  is  quite  correct.  [105] 

The  Court :     Both  being  generic  ? 

The  Witness :     I  have  no  way  of  saying 

Mr.  Elson:  I  did  not  get  what  the  court  is  re- 
ferring to.  I  didn't  get  the  court's  question. 

(Record  read.) 

Q.  (By  the  Court) :  The  diminuation  of  ca- 
pacity to  produce  constantly  reduced  to  where  there 
was  no  production  of 
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Q.  (By  Mr.  Elson)  :  Well,  coming  back  now, 
Doctor,  to  the  allegations  of  the  information,  the 
information  charges  that  25  milligrams  of  testos- 
terone, of  methyl  testosterone  to  be  taken  one  tablet 
or  two  tablets  a  day  of  25  milligrams  per  day,  in 
the  latter  case,  that  it  may  cause  sterility  in  the 
individual.  From  what  you  have  just  said,  I  take 
it  that  that  term  is  incorrectly  used,  that  it  may 
cause  sterility,,  but  rather  that  it  would  cause  an 
inhibition A.    Yes,  sir. 

Q.  of  the  growth  of  spermatozoa  in  a  par- 
ticular individual  ? 

A.  Sterility  is  a  very  broad  term  and  I  am  at- 
tempting to  define  it  here  in  my  own  terms  as  I  use 
it  in  my  contact  with  these  individuals,  the  prob- 
lems of  fertility  or  sterility. 

Q.  Now,  Doctor,  let  us  leave  the  25  milligrams 
for  a  moment.  Let  us  assume  that  we  have  the  same 
individual  and  the  amount  of  the  product  is  not  25 
milligrams  once  or  twice  [106]  daily  of  methyl  tes- 
tosterone but  10  milligrams,  would  you  say  that  in 
such  individual  that  10  milligrams  taken  in  tablet 
form  once  a  day  will  really  have  any  inhibitory  ef- 
fect in  a  material  way  on  such  an  individual  ? 

A.  The  likelihood  is  more  remote  in  that  case 
than  in  the  case  of  25  or  50  milligrams  a  day,  but 
the  possibility  would  exist  I  believe  in  the  instance 
of  the  testes  that  is  already  showing  signs  of 
atrophy. 

Q.  Coming  back  to  the  point  that  I  had  in  mind 
this  morning  when  I  asked  Dr.  Thienes,  the  inhibi- 
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tory  effect  on  the  individual  would  really  be  less, 
though,  if  he  bought  and  took  methyl  testosterone 
himself — strike  that. 

Assume  that  a  person  went  to  a  doctor  and  the 
doctor  prescribed  and  injected  testosterone  propion- 
ate. The  result  is  going  to  be  the  same,  isn't  it,  on 
affecting  the  man's  ability  to  produce  spermatozoa 
as  if  he  had  gone  to  a  drugstore  and  obtained  a 
package  of  methyl  testosterone  himself  and  took  it, 
except  that  which  the  doctor  injected  would  tend  to 
be  more  of  an  inhibitory  agent,  would  it  not? 

A.  Yes.  Of  course,  in  such  an  instance,  I  am 
sure  the  physician  would  have  warned  the  individ- 
ual of  the  possibility  that  his  fertility  would  be 
decreased;  he  would  know  the  possibility  that  h( 
faced.  If  he  treated  himself,  he  would  not  know 
that. 

Q.     I  beg  your  pardon  f  [107] 

A.  If  the  patient  treated  himself,  he  would  not 
be  aware  of  that  possibility. 

Q.  Do  you  think  that  that  is  the  general  rule 
with  the  general,  average  practitioner,  with  a  per- 
son who  the  doctor  finds  is  suffering  from  symptoms 
associated  with  the  male  climacteric  ? 

A.    Yes,  I  think  so.  The  physician  has  the  well- 
being  of  his  patient  at  heart  and  would  explain  to  ; 
him  the  possible  beneficial  effects  of  the  testosterone 
as  well  as  its  possible  deleterious  effects. 

Q.  Don't  you  think  that  25  milligrams  once  or 
twice  a  day  of  methyl  testosterone  given  to  a  patient 
such  as  I  have  described  over  a  period  of  four,  five, 
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six  weekSy  would  tend  to  relieve  those  symptoms  if 
he  were  suffering  from  a  hormone  deficiency  in  that 
period  of  time  ? 

A.  The  relief  from  the  symptoms  of  the  male 
climacteric  could  be  expected  in  about  that  time. 
However,  mind  you,  I  said  in  the  case  of  a  male 
climacteric.  I  agree  with  other  testimony  that  has 
been  given  that  it  is  an  unusual  and  rarely  encoun- 
tered condition. 

Q.  So,  would  you  say  that  if  a  person  mani- 
fested those  symptoms  and  took  methyl  testosterone 
for  that  period  of  time  and  those  symptoms  were 
relieved,  that  it  would  be  a  reasonable  assumption 
that  the  man  was  going  through  the  male  cli- 
macteric'? [108] 

Mr.  Danielson:  Just  one  moment.  I  assume  you 
are  referring  to  the  same  symptoms  which  were 
brought  out  in  the  examination  of  Dr.  Thienes,  is 
that  correct,  that  is,  the  flushes  and  so  forth  ? 

Mr.  Elson :     Oh,  sure. 

*     *     * 

A.  I  would  just  like  to  generalize  there.  It  un- 
doubtedly is  a  procedure  that  is  done  in  some 
instances.  In  our  own  case,  for  example,  at  the 
University  of  lowa^  where  individuals  come  sus- 
pected of  having  the  male  climacteric,  laboratory 
tests  are  made  to  determine  whether  or  not  he 
properly  belongs  in  that  category  and  can  be  bene- 
fited by  giving  testosterone,  or  whether  he  should 
receive  other  forms  of  therapy. 
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Q.  (By  Mr.  Elson)  :  Well,  there  is  a  differen- 
tiation, is  there,  between  the  method  of  a  doctor  in 
your  position  and  others  we  will  say  associated  with 
universities  or  experimental  institutions,  the  method 
in  which  they  approach  a  problem  and  the  manner 
in  which  it  is  approached  by  the  average  general 
practitioner  ? 

A.     Yes,  inevitably  that  is  true.  [109] 

Q.  The  economic  factors,  the  factor  of  time  and 
probably  many  others  enter  into  it?  A.     Yes. 

Mr.  Elson :     I  have  no  further  questions. 

Mr.  Danielson:  No  further  questions,  your 
Honor. 

Q.  (By  The  Court)  :  Just  what  is  the  meaning 
of  the  prefix  methyl?  In  methyl  testosterone, 
*' methyl,"  why  is  that  prefix? 

A.    Are  you  directing  the  question  to  me,  sir? 

Q.    Yes. 

A.  Methyl  I  think  Dr.  Thienes  described  it  this 
morning  is  a  group  of  chemical  grouping  with  one 
carbon  and  three  hydrogens  and  it  is  affixed 

Q.  I  made  a  note  of  that  at  the  time,  but  that 
does  not  mean  too  much  to  me. 

A.  Well,  in  the  carbon  ring,  which  is  the  struct- 
ural arrangement  of  these  hormones  like  testoster- 
one, the  methyl  group  is  inserted  into  the  ring  re- 
placing one  hydrogen  so  that  there  is  testosterone 
minus  one  hydrogen. 

Q.     By  adding  the  carbon  group? 

A.     But  plus  the  methyl  group. 

Q.    Yes. 
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A.     The  carbon  plus  the  three  hydrogens. 

Q.     Now,  you  stated,  I  believe,  that  this  gonad 

A.     Gonad [110] 

The  Court:     Spell  it. 

A.     G-o-n-a-d. 

The  Court:  I  thought  it  was  g-n — gonad  was  a 
product  of  the  pituitary  gland. 

A.  The  gonadotrophic  or  gonadic  stimulating 
hormones  are  products  of  the  pituitary. 

Q.  (By  the  Court) :  Well,  is  that  a  hormone 
generally  produced  for  the  market? 

A.  Yes,  such  extracts  are  prepared.  They  are 
quite  different  than  the  hormones  testosterone  or 
estrogen.  They  protein  hormones  prepared  largely 
from  animal  tissues. 

The  Court:  I  gathered  from  what  you  said  in 
explaining  the  slides  there  that  if  there  was  the 
definite  amount  of  that  hormone  mixed  with  a  treat- 
ment of  the  other,  that  it  would  have  a  beneficial 
effect  and  overcome  deleterious  effect  of  the  other 
while  given  alone  ? 

A.    That  is  correct. 

The  Court:     I  wanted  to  get  that. 

The  Witness :  That  was  an  experiment  in  which 
the  pituitary  hormone  was  given  to  replace  the 
animal's  own  absent  pituitary  hormones  which  were 
absent  because  their  pituitaries  had  been  inhibited 
by  the  testosterone. 

The  Court:  Yes.  Are  there  any  further  ques- 
tions? 

Q.     (By  Mr.  Elson)  :    Just  then  the  court  asked 
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a  question  of  Dr.  Nelson  about  the  difference  or  | 
what  methyl  testosterone   [111]   was   and,  though 
this  may  answer  what  the  court  had  in  mind,  I  am 
going  to  try  it  and  see  if  I  am  not  right. 

Doctor,  testosterone  propionate  is  injected  intra- 
muscularly, isn't  if?  A.     Or  subcutaneously. 

Q.  Yes.  Methyl  testosterone  is  in  the  form  of 
tablets  and  taken  orally  in  the  mouth,   isn't  if? 

A.     Or  they  can  be  injected,  too. 

Q.  Yes.  They  are  usually  done,  though,  some 
place  on  the  body,  aren't  they? 

A.    A  small  incision  is  made. 

Q.    And  a  pellet  is  placed  therein? 

A.    Pellets  of  free  testosterone  are  implanted. 

Q.  And  methyl  testosterone  is  taken  orally  as  a 
rule?  A.     Yes;  I  think  more  commonly. 

Q.  And  testosterone  propionate  is  injected  intra- 
muscularly or  subcutaneously?  A.     Yes,  sir. 

Q.  And  isn't  it  a  fact  that  testosterone  propio- 
nate is  much  more  potent  in  its  effect  than  methyl 
testosterone?  A.     It  is  more  effective;  yes. 

Q.  In  other  words,  if  you  will  take  25  milligrams 
of  testosterone  propionate  and  inject  it  into  a  per- 
son, the  effect  of  that  would  be  considerably  more 
than  25  milligrams  of  methyl  testosterone  taken 
orally? 

A.  It  would  be ;  yes.  But  I  don't  know  what  you 
mean  by  "considerably." 

Q.  What  is  the  relationship  ?  Would  you  sa}^  it 
was  three,  four  or  five  or  10  times  more  effective, 
or  is  there  any  way  of  pointing  it  out? 
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A.  One  would  have  to  there,  I  think,  specifically 
say  what  activity  of  the  testosterone  you  had  in 
mind.  In  the  case  of  the  effect  on  the  testes,  I  have 
no  accurate  comparative  figures. 

Q.  This  may  be  a  little  bit  unorthodox  in  my 
manner  of  approach,  but  it  is  at  least  expeditious,  I 
think.  In  trying  to  gather  this  material  together, 
I  ran  across  an  article  of  Charles  William  Dunn. 
Are  you  familiar  with  that?  [113] 

A.    Yes;  I  know  Dr.  Dunn. 

Q.  It  is  an  article  entitled  ''Diagnosis  and  Treat- 
ment of  Testicular  Deficiency,  Male  Hormone  Ther- 
apy," by  Charles  William  Dunn,  in  the  publication 
Medical  Clinics  of  North  America,  November,  1942, 
Volume  26,  at  page  1894,  where  he  stated,  ' '  The  oral 
preparation,  methyl  testosterone,  has  only  from  one- 
third  to  one-fifth  the  activity  per  milligram  of 
injected  testosterone  propionate."  Would  that  fairly 
reasonably  in  that  connection,  if  I  may  ask  the 
question,  be  the  activity  or  action  of  the  testosterone 
which  he  described  ? 

A.  I  can't  accept  that  statement  without  going 
through  this  thing  here. 

Q.  I  will  hand  it  to  you  and,  if  you  can,  without 
taking  too  much  time,  locate  it,  I  will  appreciate  it. 

A.    On  what  page? 

Q.     Page  1894  of  the  one  I  read  from  and  it  is 
marked  on  the  margin  with  blue  ink. 
i    A.     One  would  have  to  go  through  a  great  deal 
|of  this  to  see  what  exactly  he  is  dealing  with. 

Q.     Speaking  generally,  I  wondered  if  that  would 
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refresh  your  mind.    I  don't  think  it  needs  to  be  re- 
freshed.   But  would  it  somid  like  a  reasonable  com- 
parison to  you  ? 

A.  In  the  case  of  what  I  think  he  is  dealing 
with,  the  growth  of  pubic  and  axillary  hair  and 
change  of  the  voice,  that  w^ould  be  a  reasonably 
comparative  figure.  In  the  case  [114]  of  the  effect 
on  the  testes,  I  don't  know. 

Q.  I  have  another  article  here,  "Testosterone 
Compounds  in  the  Male,  Clinical  Indications  and 
Methods  of  Administration,"  by  Hans  Lisser  and 
Roberto  Escamillo. 

Mr.  Elson:  "The  Urological  and  Cutaneous  Re- 
view," A'^olume  46,  February,  1942,  and  at  page  92, 
under  the  heading  of  "Oral  Methyl  testosterone," 
it  is  said,  "The  discovery  that  the  methyl  ester  of 
testosterone  was  effective  by  mouth  constituted  a 
great  advance  from  the  standpoint  of  simplicity  and 
convenience.  In  our  experience,  five  to  eight  times 
the  parenteral  dose  is  required  orally  to  initiate 
definite  subjective  and  objective  improvement  in 
severe  cases  of  eunuchoidism."  [115] 

Would  there  be  an  inconsistency  between  the  com- 
parison that  the  two  articles  make  ? 

A.  Doctors  Escamillo  and  Lisser  were  speaking 
in  that  connection  of  a  comparison  between  the  in- 
jected methyl  testosterone  and  the  oral  testosterone? 

Q.  That  the  injected  iii  their  opinion  would  be 
five  to  eight  times  more  potent. 

A.    Methyl  testosterone?    It  is  not  a  comparison 
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between  testosterone  propionate  and  methyl  testos- 
terone. 

Q.     It  is  not? 

A.     Not  in  that  case  that  you  showed  me. 

Q.     Maybe  I  read  it  wrong. 

A.  It  is  a  comparison  between  methyl  testoster- 
one injected  and  methyl  testosterone  taken  orally. 

Q.  I  see.  The  other  one  was  three  to  five — or 
one-third  to  one-fifth,  and  would  your  testimony  be 
that  in  the  average  case  that  that  would  be  a  fair 
comparison  of  the  amount  of  methyl  testosterone 
over  and  above  testosterone  propionate  that  would 
be  necessary  to  obtain  the  same  effects'? 

A.  I  assume  you  mean  testosterone  propionate 
given  by  injection? 

Q.     That  is  correct. 

A.  Those  are  figures  that  have  been  commonly 
published. 

Mr.  Elson:  The  purpose  of  this,  your  Honor, 
has  been  to  [116]  simply  try  and  develop  a  com- 
parison between  the  injected  product  and  the  one 
taken  orally. 

The  Court :     Yes. 

A.  May  I  say  again  here,  however,  that  those 
figures  do  not  relate,  to  the  best  of  my  knowledge, 
to  the  effect  of  the  testosterone  or  methyl  testoster- 
one on  the  testes'?  They  are  on  other  structures 
affected  by  the  male  sex  hormones. 

Mr.  Elson:     I  have  no  further  questions. 
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Redirect  Examination 
By  Mr.  Danielson: 

Q.  What,  Doctor,  were  those  other  structures  of 
the  body  which  you  have  just  now  referred  tol 

A.  The  voice,  change  in  the  pitch  of  the  voice, 
pubic  and  axillary  hair  and  face  hair  and  body 
strength. 

Q.    But  not  the  testes  ? 

A.  I  tried  to  make  that  clear,  that  those  studies 
did  not  apply  to  the  testes,  to  the  best  of  my 
knowledge. 

Recross-Examination 
By  Mr.  Elson : 

Q.  You  wouldn't  say,  though,  would  you.  Doctor, 
that  the  inhibitory  effect — and  this  is  what  we  are 
speaking  of  so  far  as  the  testes  are  concerned,  are 
we  not?  A.    Yes. 

Q.  That  the  inhibitory  effect,  you  wouldn't  say, 
of  methyl  testosterone,  taken  25  to  50  milligrams  a 
day,  would  be  equal  over  the  same  period  of  time  to 
25  milligrams  of  testosterone  [117]  propionate  in- 
jected three  to  four  times  a  week? 

A.     The  methyl  testosterone  taken  daily  ? 

Q.     Yes. 

A.  Compared  with  the  testosterone  propionate 
taken  three  to  four  times  a  week  ? 

Q.    Yes. 

A.  At  25-milligram  levels  in  one  case  and  50  in 
the  other? 
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Q.    Yes. 

A.  That  would  be  75  against  350.  Yes ;  certainly 
the  orally  ingested  material  would  be  350  milligrams 
a  week,  equal  to  75  milligrams  of  injected  material. 
That  is  a  difference  of  about  five  to  one,  isn't  it? 

Q.  Just  about.  In  other  words,  there  one  would 
be  the  equivalent  of  the  other  ? 

A.  That  would  be  true  on  the  basis  of  the  figures, 
which  I  think  are  representative. 

Mr.  Elson :     I  think  that  is  all. 

Redirect  Examination 
By  Mr.  Danielson : 

Q.  Another  dosage  of  another  form  of  testoster- 
one, Doctor,  assuming  now  the  same  situation,  a 
normal  man,  and  assuming  that  drug  to  be  say  a 
5-milligram  linguet  of  methyl  testosterone,  and  the 
dosage  was  two  tablets  three  times  daily,  which  is 
six  tablets  daily,  5-milligram  tablets  of  methyl  testos- 
terone as  linguets,  do  you  have  an  [118]  opinion 
as  to  whether  such  an  administration  might  result 
in  sterility? 

A.  I  have  no  data  to  base  an  opinion  on  there. 
T  would  simply  have  to  say  that  methyl  testosterone 
taken  by  linguets  and,  therefore,  getting  directly 
into  the  body  circulation  and  not  having  to  go 
through  the  digestive  system,  would  be  more  likely 
to  be  effective  at  that  level  than  double  that  amount 
taken  orally. 

Q.     In  other  words,  in  your  opinion,  it  would 
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have  double  the  effect  of  an  equal  dosage  swallowed 

or  taken  orally? 

A.  Yes,  if  you  understand  my  affirmation  of  that 
being  an  opinion.  I  have  no  definite  opinion  in  that 
regard. 

Mr.  Danielson:     No  further  questions. 

Mr.  Elson:     No  further  questions.  [119] 

*     4f     * 

Mr.  Danielson:    Dr.  Macdonald. 

IAN  MACDONALD,  M.D. 

called  as  a  witness  on  behalf  of  the  government, 
being  first  duly  sworn,  testified  as  follows : 

The  Clerk:    Your  full  name.  Doctor? 
The  Witness:    Ian  Macdonald,  M-a-c-d-o-n-a-l-d. 
The  '*d"  in  the  last  name  is  not  capitalized. 

Direct  Examination 
By  Mr.  Danielson: 


Q 


Where  do  you  live.  Dr.  Macdonald? 


A.     In  Los  Angeles. 

Q.     Of  what  school  or  schools  are  you  a  graduate  % 

A.     Of  McGill  University,  in  1928. 

Q.     And  what  degree  was  granted  to  you,  please? 

A.     Doctor  of  Medicine. 

Q.    What  postgraduate  training  have  you  had? 

A.  At  the  Montreal  General  Hospital  I  had 
three  years  of  training  in  general  surgery,  a  year 
as  resident  in  pathology  at  the  University  of  Michi- 
gan   Hospital,    and   one   year    as    Chief    Resident 
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Surgeon  at  the   University   of   Toronto   Hospital, 
after  which  I  came  out  here  and  became  a  surgical 
pathologist  at  the  Los  Angeles   County  Hospital, 
and  I  am  also  doing  general  hospital  work. 

Q.  Have  you  had  some  connection  at  the  Uni- 
versity of  Southern  California,  Doctor? 

A.  Yes;  I  am  Associate  Professor  of  Surgery 
there  and  also  coordinator  of  cancer  teaching  for 
the  School  of  Medicine. 

Q.  Are  you  a  member  of  any  medical  or  other 
scientific  societies  % 

A.  Yes;  I  am  a  fellow  of  the  American  College 
of  Surgeons  and  a  member  of  the  Cancer  Commit- 
tee of  the  American  College  of  Surgeons ;  a  member 
of  the  American  Radium  Society;  a  diplomate  of 
the  American  Board  of  Radiology  and  Radiation 
Treatment;  a  member  of  the  Los  Angeles  Surgical 
Society. 

Q.  Have  you  had  any  connection  with  the 
County  Medical  Association,  Doctor? 

A.  Yes ;  at  the  moment  I  happen  to  be  chairman 
of  the  Cancer  Committee  of  the  Los  Angeles  County 
Medical  Association. 

Q.  What  are  the  requirements,  Doctor,  for  cer- 
tification by  the  American  Board  of  Radiology? 

A.  In  my  particular  field  the  requirements  are 
a  minimum  period  of  specialized  training  in  the 
use  of  X-ray  and  radium  in  the  treatment  of  cancer 
and  related  diseases  and  [123]  related  diseases  and, 
also,  a  minimum  period  of  experience  and  back- 
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ground  in  the  actual  use  of  these  agents  in  the 

treatment  of  tumors. 

Q.    What  are  those  minimum  periods,  Doctor? 

A.  Three  years  of  training  and  two  years  or 
more  of  actual  experience. 

Q.    At  least  five  years  f 

A.     That  is  right. 

Q.  What  is  the  function  of  the  Cancer  Com- 
mittee of  the  American  College  of  Surgeons, 
Doctor  ? 

A.  The  Cancer  Committee  of  that  organization 
has  been  interested  in  developing  information  as 
to  the  proper  method  of  treatment  of  various  forms 
of  cancer,  and  in  determining  what  end  result  was 
obtained  in  the  treatment  of  cancer.  Of  recent 
years  one  of  the  special  interests  of  the  Committee 
has  been  in  the  review  and  collection  of  information 
concerning  new  methods  of  treatment  and  their 
uses  and  dangers  as  well. 

Q.  Have  you  written  and  published  any  articles 
in  medical  or  other  scientific  publications  ? 

A.    Yes,  sir ;  I  have. 

Q.     About  how  many  have  you  published? 

A.     In  excess  of  20. 

Q.  Do  some  of  these  articles  relate  to  cancer 
of  the  breast?  [124] 

A.  Yes;  over  a  third  of  these  I  have  published 
has  had  to  do  with  breast  cancer. 

Q.  Are  you  engaged  in  any  research  of  any  na- 
ture at  this  time? 

A.     Yes ;  I  am  one  of  45  collaborators  throughout 
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the  country  who  are  working  under  the  auspices 
of  the   Committee   on   Therapeutic   Trials   of   the 
American  Medical  Association. 

Q.  What  is  this,  Doctor  ?  Will  you  explain  what 
that  is? 

A.  It  is  a  coordinated  effort  to  try  and  evaluate 
the  place  and  usefulness  of  male  and  female  sex 
hormones,  specifically  in  the  treatment  of  breast 
cancer.  By  obtaining  pooled  information  from  a 
considerable  number  of  investigators,  the  usefulness 
of  these  products  can  be  determined  with  much 
greater  saving  of  time  than  if  one  had  to  depend 
on  individual  investigators  and  individual  institu- 
tions reporting  their  results,  over  a  much  longer 
period  of  time. 

Q.     Are  you  engaged  in  the  practice  of  medicine  ? 

A.     Yes ;  I  am. 

Q.    How  long  have  you  been  so  engaged? 

A.     Since  1932. 

Q.    Do  you  specialize  in  any  branch? 

A.    Yes,  sir. 

Q.    What  is  that? 

A.  I  specialize  in  the  treatment  of  cancer  and 
related  [125]  diseases. 

Q.    As  a  surgeon? 

A.  As  a  surgeon  and,  also,  using  X-ray  and 
radium  treatment. 

Q.  What  agents  do  you  use  in  the  treatment  of 
cancer  ? 

A.     Surgery,  X-ray  and  radium  treatment,   al- 
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most  exclusively;  a  few  newer  agents  in  a  very 

limited  nmnber  of  patients. 

Q.    What  would  those  agents  be,  just  briefly? 

A.  A  relevant  example  is  the  use  of  male  and 
female  sex  hormones  in  cancer  of  the  breast. 

Q.  Would  alpha  estradiol  be  one  of  the  female 
sex  hormones?  A.     Yes;  it  would. 

Q.     Have  you  treated  cancer  of  the  breast? 

A.    Yes,  I  have. 

Q.    About  how  many  have  you  treated  ? 

A.  During  the  last  15  years,  in  excess  of  1,000 
cases. 

Q.     That  is  in  the  female  human,  is  that  right  ? 

A.     That  is  right. 

Q.  Have  you  conducted  any  studies  of  other 
cases  of  cancer  of  the  breast? 

A.  Yes ;  six  or  seven  years  ago,  I  made  a  review 
and  published  an  analysis  of  maybe  2,700  cases  of 
breast  cancer  from  the  American  College  of  Sur- 
geons' files.  [126] 

Q.  You  have  testified  that  you  also  use  hormones 
in  the  treatment  of  breast  cancer,  is  that  correct  ? 

A.     In  a  very  fimited  number  of  patients;  yes. 

Q.    What  hormone  do  you  use  in  these  cases  ? 

A.     Both  male  and  female  sex  hormones. 

Q.    Why  would  you  use  these  types  of  hormones  ? 

A.  Because  there  is  an  age-determined  resistance 
to  the  hormone  in  women  w^ho  have  cancer  of  the 
breast.  Women  who  are  not  yet  at  their  change  of 
life  and  whose  ovaries  are  still  functioning  and 
producing  hormones  are  treated  by  the  male  sex 
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hormone  with  a  beneficial  effect  in  a  very  limited 
number  of  patients.  On  the  other  hand,  in  later 
life,  after  the  so-called  change  of  life,  anywhere 
from  five  to  ten  years  after  the  menopause,  the 
female  sex  hormone  is  the  agent  of  choice  as  far  as 
a  hormone  is  concerned. 

Q.  When  you  refer  to  the  male  hormones,  do 
you  refer  to  methyl  testosterone,  for  example,  or 
testosterone  in  any  form? 

A.  Testosterone  and  androgenic  hormones  in 
general;  methyl  testosterone. 

Q.     Methyl  testosterone  is  one  of  these? 

A.  Methyl  testosterone  happens  to  be  a  specific 
form  of  male  sex  hormone  which  is  used  for  ad- 
ministration by  mouth. 

Q.  What  is  the  reason  for  this  method  of  treat- 
ment? To  refresh  your  recollection,  what  would  be 
your  reason  for  using  a  male  hormone  in  treating 
a  female  human  patient  ?  [127] 

A.  Well,  it  has  been  established  that,  although 
we  do  not  know  the  ultimate  cause  of  cancer  of  the 
breast,  certainly  one  of  the  necessary  factors  for 
its  development  is  an  excess  quantity  of  female  sex 
hormones  in  a  younger  woman.  So,  therefore,  it 
seemed  rational  some  years  ago,  in  very  advanced 
cases,  who  were  not  otherwise  suitable  for  ordinarv 
methods  of  treatment,  to  try  the  effect  of  the  an- 
tagonistic opposite  hormone,  the  male  sex  hormone, 
in  younger  women,  with  virulent  forms  of  breast 
cancer.  This  was  a  natural  development  from  in- 
formation  already   known   about   the   response   of 
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cancer  of  the  prostate  to  female  sex  hormones.     I 

think  that  is  the  answer  that  you  desire. 

Q.  You  have  mentioned  that  at  a  certain  age  the 
female  hormone  was  used.  Will  you  elaborate  on 
that  a  little  bit? 

A.  Yes;  the  rationale  for  the  use  of  female  sex 
hormones  in  any  cancer  of  the  breast  is  far  from 
clear  because  it  seems  unlikely  that  the  agent  which 
originally  played  an  important  part  in  the  develop- 
ment of  a  form  of  cancer  should  be  of  any  use  in 
the  treatment  of  such  a  tumor;  but  it  was  found  in 
women  past  their  menopause,  and  particularly  in 
quite  elderly  women,  the  use  of  female  sex  hor- 
mones did  have  in  a  certain  number  of  them  a 
distinctly  inhibitory  effect  upon  the  growth  of  the 
cancer.  [128] 

Q.  (By  Mr.  Danielson) :  You  previously  re- 
ferred to  younger  women.  By  younger  women  you 
mean  what.  Doctor? 

A.  I  mean  women  in  that  physiological  age  pe- 
riod which  includes  before  and  up  to  the  menopause. 

Q.  And  by  older  women  you  mean  w^omen  im- 
mediately after  the  menopause  % 

A.  From  the  point  of  this  discussion,  it  means 
women  who  have  passed  their  menopause  by  five 
to  ten  years  or  more. 

Q.  Do  you  mean  that  a  female  hormone  should 
not  be  used  at  all  until  a  woman  has  passed  her 
change  of  life,  for  a  period  of  five  to  ten  years  ? 

A.  No,  I  don't  mean  that.  There  is  a  wide  field 
of   usefuhiess   for   the   female   sex   hormone   with 
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women  who  do  not  have  cancer  of  the  breast,  who 

are  at  or  near  the  menopause. 

There  are  a  number  of  situations  which  exist 
which  are  very  well  relieved  by  judicious  use  of  the 
hormone,  with  competent  medical  supervision  and 
repeated  examination. 

Q.  Why  would  these  repeated  examinations  be 
made,  Doctor? 

A.  Because  in  certain  women,  the  continued  use 
of  the  female  sex  hormone  may  produce,  or  may  I 
say  that  there  is  evidence  to  indicate  that  changes 
may  occur  in  the  breast  and  uterus  which  are,  to 
say  the  least,  undesirable,  states  of  overgrowth  can 
occur  in  the  lining  of  the  uterus,  for  example,  and 
give  rise  to  local  overproduction  of  tissue  in  the 
lining  [129]  of  the  uterus,  which  constitute  little 
benign  tumors  and  are  referred  to  as  polyps,  and 
either  during  or  after  the  use  of  the  hormone  in 
such  women,  alarming  bleeding  may  occur  from  the 
uterus.  Those  are  distinct  hazards  in  the  use  of 
female  sex  hormones. 

Q.  And  what  would  be  the  danger  as  a  result  of 
this  bleeding,  what  would  be  the  result  of  such 
bleeding,  in  what  respect  would  that  be  dangerous? 

A.  For  one  thing,  it  is  difficult  to  tell  whether 
such  bleeding  is  a  result  of  the  developing  growth, 
malignant  or  otherwise,  in  the  uterus,  or  whether 
it  is  simply  due  to  a  disturbance  of  the  lining  of 
the  uterus,  from  the  use  of  the  hormone. 

Q.     Now,  in  referring  to  female  sex  hormone,  I 
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gather  you  are  referring  to  such  products  as  alpha 

estradiol,  is  that  correct?  A.     Yes. 

Q.  Would,  specifically,  a  .5  milligram  tablet  of 
alpha  estradiol  be  one  of  these? 

A.     It  would. 

Q.  Would  a  .1  milligram  tablet  of  chrystalline 
alpha  estradiol  be  one  of  these  ? 

A.  Ordinarily,  that  dosage  would  not  be  very 
significant  except  in  the  small  section  of  women 
who  exhibit  a  very  distinct  sensitivity  to  the  hor- 
mone. [130] 

Q.  Supposing  a  tablet  of  .1  milligram,  tablet  of 
chrystalline  alpha  estradiol  were  administered  three 
times  daily,  what  would  the  effect  be  of  such  a 
therapy  ? 

A.  That  could  produce  the  undesirable  results 
which  I  described. 

Q.  Now,  Doctor,  have  you  treated  or  diagnosed 
cancer  of  the  breast,  the  human  breast,  of  the  female, 
which  in  your  opinion  has  been  affected  by  the 
administration  of  female  sex  hormones? 

The  Witness :    You  refer  now  to  young  women  ? 

Q.    Yes. 

A.  Yes,  I  have  in  a  very  limited  number  of 
women  certainly  noticed  some  rather  alarming  signs 
in  an  existing  cancer  of  the  breast,  because  of  the 
use  of  female  sex  hormone. 

Q.  (By  Mr.  Danielson)  :  Doctor,  you  testified 
that  you  have  diagnosed  and  treated  such  cases  in 
which  there  was  an  affectation  of  this  cancer  or 
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carcinoma.      In    what    way    were    these    cancers 

affected,  in  what  manner  % 

A.  These  w^ere  young  women  with  existing 
proved  cancer  of  the  breast  in  which  the  duration 
of  the  cancer  and  its  approximate  rate  of  growth 
could  be  determined  within  reasonable  limits.  After 
the  administration  of  the  female  sex  hormone,  and 
within  a  short  time  thereafter,  there  occurred  in 
each  of  these  instances  to  which  I  refer,  a  very 
rapid  and  alarming  increase  in  the  growth  pattern 
of  this  breast  cancer.  [131] 

Q.  What  are  your  reasons  for  this  opinion, 
Doctor? 

A.  The  fact  that  this  alarming  increase  in 
growth  occurred  shortly  after  the  beginning  of 
hormone  treatment  and  that  the  rapidity  and  growth 
was  entirely  inconsistent  with  the  knoAvn  pattern 
of  growth  of  the  type  of  cancer  of  the  breast  and 
that  there  was  no  other  factor  to  which  it  could  be 
attributed. 

Q.     Was  this  cancer  confined  to  the  breast? 

A.  No.  It  was  not.  Not  only  in  the  local  area 
where  the  tumor  began  in  the  breast,  but  also  at 
other  sites  to  which  it  had  spread,  did  the  same  in- 
crease in  growth  occur  after  the  female  sex  hor- 
mone was  given. 

Q.  In  other  words,  these  remote  growths  were 
likewise  affected,  is  that  correct? 

A.  Yes,  to  such  an  extent  that  we  now  avoid 
completely  the  use  of  female  sex  hormone  in  breast 
cancer  in  women  before  their  change  of  life. 
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Q.  Now,  Doctor,  on  the  basis  of  your  professional 
training  and  education,  experience,  your  studies  of 
the  literature,  conferences  and  discussions  with 
other  doctors  and  your  own  research,  do  you  feel 
that  this  phenomena  that  you  have  just  described — 
do  you  have  an  opinion  as  to  the  consensus  of  medi- 
cal opinion  on  that  ? 

A.  May  I  say,  authoritative  consensus  from  the 
literature  and  from  those  who  have  had  wide  ex- 
perience is  that  there  [132]  is  an  extremely  serious 
hazard  in  the  use  of  the  female  sex  hormone  in  such 
patients. 

Q.  (By  Mr.  Elson)  :  Meaning  what  cases?  Can 
we  have  it  more  specifically? 

A.  In  patients  who  have  a  cancer  of  the  breast 
and  who  are  of  this  age  period. 

Mr.  Elson:     Who  what? 

A.     Who  are  of  this  age  period. 

Q.  (By  Mr.  Danielson) :  That  is  the  premeno- 
pausal group,  is  that  correct? 

A.     That  is  correct. 

Q.  Now,  what  is  your  opinion  as  to  the  effect  of 
the  amount  of  the  female  hormone  administered  in 
such  cases,  taking  for  example  an  administration  of 
tablets  of  alpha  estradiol  containing  .5  milligrams  of 
the  drug? 

The  Court :  Just  a  minute.  Is  that  in  the  manner 
which  administration  is  made  in  the  cases  that  the 
doctor  refers  to,  orally,  or  otherwise? 

Mr.  Danielson :     Well,  that  I  don 't  know. 

Q.     (By  the  Court)  :     Well,  what  was  the  hor- 
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mone  and  in  what  form  was  it  that  was  administered 

in  these  cases  where  it  had  a  deleterious  effect? 

A.  The  hormone  which  we  used  was  diethyl- 
stilbestrol,  and  it  was  given  by  mouth  and  not  by 
injection. 

Q.     (By  the  Court)  :     And  in  what  dosage  ?  [133] 

A.  Our  dosage  was  five  milligrams  of  strillbestrol 
anywhere  from  once  to  three  times  daily,  in  other 
words,  a  dosage  of  five  to  15  milligrams  per  day. 

Q.  (By  the  Court) :  What  prompted  that  treat- 
ment?  Was  it  purely  experimental? 

A.  No,  sir.  It  was  suggested  by  the  relative 
amount  of  female  sex  hormone  which  had  been 
found  to  be  effective  in  cancer  of  the  prostate.  We 
now  are  finding  that  considerable  less  dosages  are 
effective.  Actually  we  are  now  carrying  some  elderly 
women  with  breast  cancer  and  with  good  results 
on  as  little  as  2.5  milligrams  per  day.  It  seems  to 
have  just  as  good  an  effect  as  the  larger  doses  which 
we  had  been  using. 

Q.     (By  the  Court)  :     Well,  in  young  women? 

A.  No,  sir.  We  are  using  it  only  in  elderly 
women,  now. 

Q.  (By  the  Court) :  There  is  no  amount  in 
younger  women  under  the  menopause? 

A.     Under  no  circumstances,  no,  sir. 

Q.  (By  the  Court)  :  And  about  how  many  cases 
were  involved  in  a  treatment  where  it  had  such  a 
deleterious  effect? 

A.  We  only  treated  four  cases,  two  of  which 
exhibited    this    alarming    and    rapid    increase    in 
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growth.  That  was  enough  to  discourage  us  promptly, 

then. 

Q.     (By  the  Court)  :     That  was  here  locally? 

A.     That  was  here  locally. 

Q.  (By  the  Court)  :  And  what  if  any  similar 
experiences  have  been  encountered  elsewhere  *? 

A.  Similar  experiences  have  been  encountered  by 
Nathanson  in  Boston,  at  the  Massachusetts  General, 
with  whom  I  recently  talked  personally  at  Chicago 
and  he  has  treated  more  women  with  breast  cancer 
than  any  other  single  investigator  in  the  country. 

Still  another  investigator  who  has  had  the  same 
experience  is  Essher  at  the  Memorial  Hospital  in 
New  York.  In  both  of  those  places,  they  look  now 
with  extreme  misgiving  on  the  use  of  the  hormone 
in  young  women  with  breast  cancer. 

Q.  (By  the  Court)  :  Have  these  men  written  on 
the  subject? 

A.  No,  sir.  This  information  is  recent,  and  it 
was  obtained  in  definite  form  for  the  first  time  at  a 
conference  held  in  Chicago  in  April  of  this  year  at 
which  the  committee  on  therapeutic  trials  held  a 
session  of  these  45  investigators  from  the  country 
at  large,  so  that  the  work  which  had  been  done  and 
the  results  obtained  and  the  hazards  found  to  exist 
could  be  pooled  and  discussed,  and  it  was  at  that 
meeting  that  information  of  this  sort  came  to  light 
in  a  really  forceful  fashion. 

Q.  (By  the  Court)  :  Over  what  period  in  years 
back  has  the  medical  profession  used  male  and  fe- 
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male  sex  hormones  to  any  extent  in  the  treatment 

of  cancer,  in  any  form?  [135] 

A.  Well,  Huggins  at  the  University  of  Chicago 
was  the  first  to  use  a  hormone  for  any  form  of 
human  cancer,  when  he  began  the  use  of  the  female 
sex  hormone  for  cancer  of  the  prostate.  That  as  I 
remember  began  about  1937  or  '38,  which  is  my 
recollection. 

The  first  effort  at  the  use  of  hormone  in  cancer 
of  the  female  breast  in  human  was  begun  in  a  very 
tentative  fashion  in  1941,  at  the  Memorial  Hospital 
in  New  York. 

To  my  knowledge,  the  first  use  of  the  female  sex 
hormone  in  breast  cancer  did  not  occur  until  about 
1944. 

Q.  (By  the  Court)  :  Well,  up  to  date,  the  stand- 
ard treatment  and  the  only  one  that  is  really  known 
to  the  homeopathic  medical  profession  is  surgery, 
X-ray  and  reading? 

A.  Yes,  sir.  The  very  best  results  that  are  being 
obtained  from  hormone  are  not  curative  and  there 
is  no  indication  that  it  will  ever  be  more  than 
palliative  or  than  just  producing  an  inhibitory 
effect  upon  cancer  of  the  breast,  usually  onl}^  for  a 
period  of  months.  In  short,  the  results  of  the  use 
of  hormone  in  breast  cancer  have  not  been  nearly 
as  good  as  the  results  of  hormone  control  of  cancer 
of  the  prostate.  And  in  point  of  fact,  both  the  male 
and  female  sex  hormone  apparently  constitutes  a 
distinct  hazard  in  certain  women,  in  that  they  both 
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produce  an  acceleration  of  growth  rather  than  a 

control  of  the  tumor.  [136] 


Q.  (By  Mr.  Danielson)  :  Doctor,  to  clarify  a 
couple  of  points,  when  you  refer  to  the  use  of  the 
female  hormone  in  women  with  favorable  results, 
you  are  referring  to  the  postmenopausal  group,  is 
that  not  correct? 

A.  Strictly,  and  the  older  the  woman,  the  more 
apt  she  is  to  obtain  a  good  result. 

Q.  And  by  postmenopausal  you  mean  a  period 
starting  five  to  ten  years  after  the  menopause,  is 
that  not  correct  ? 

A.  That  is  the  definition  as  set  up  in  April  of 
this  year  by  the  Committee,  at  least  five,  preferably 
ten  years  after  the  menopause. 

Q.  And  when  you  speak  of  using  the  male  hor- 
mone or  testosterone  in  a  female,  with  favorable 
results,  you  are  referring  only  to  the  group  in  the 
premenopausal  age,  is  that  not  correct? 

A.    Largely  so,  yes. 

Mr.  Elson:  May  I  have  the  last  question  and 
answer  read,  please  1 

(Record  read.) 

The  Witness:  That  should  be  qualified,  I  think, 
by  saying  that  the  use  of  the  male  sex  hormone  in 
elderly  women  [137]  does  not  offer  the  same  hazard 
as  the  use  of  the  female  sex  hormone  does  in  younger 
women,  if  I  have  made  that  clear. 

In  short,  the  disadvantage  of  the  male  sex  hor- 
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mone  in  patients  who  have  cancer  of  the  breast  and 
who  are  elderly  is  that  it  is  apt  to  be  ineffective 
rather  than  dangerous. 

Q.  (By  Mr.  Danielson) :  And  conversely,  the 
use  of  the  female  sex  hormone  in  the  younger  women 
would  have  what  result? 

A.  Not  only  almost  always  ineffective  but  accord- 
ing to  our  present  information,  in  probably  half  of 
them  there  is  a  distinct  and  serious  hazard  in  this 
increase  in  growth. 

Q.  And,  Doctor,  when  you  are  referring  to  this 
hazardous  use  or  the  dangerous  effect  of  the  female 
hormone,  would  your  opinion  apply  to  dosages  of 
.5  milligrams  of  alpha  estradiol  administered  daily  ? 

A.  That  I  cannot  say  with  certainty,  not  having 
used  this  particular  form  of  the  hormone,  but  I 
believe  on  a  relative  basis,  that  for  that  dosage, 
when  continued  for  a  long  enough  period  of  time, 
that  these  results  could  occur. 

Q.  Do  you  have  information.  Doctor — do  you 
know  the  incidence  of  breast  cancer,  female  human 
breast  cancer,  in  the  United  States  % 

A.  Yes.  In  the  U.  S.  registration  area,  during 
the  last  several  years,  at  any  given  time  there  are 
approximately  80,000  women  who  have  cancer  of 
the  breasts,  and  there  are  [138]  annually  18,000 
deaths,  per  year,  from  breast  cancer. 

Q.  How  are  these  cancers  diagnosed  in  the  early 
stages.  Doctor? 

A.  Only  by  surgical  removal  of  a  lump  on  the 
breast  and  microscopic  proof  of  the  presence  of 
cancer. 


448  United  States  of  America  vs. 

(Testimony  of  Ian  Macdonald,  M.D.) 

Q.  That  requires  special  training,  does  it  not, 
sir? 

A.     It  requires  competent  surgical  service,  yes. 

Q.  Are  there  any  subjective  symptoms  of  breast 
cancer  which  would  enable  a  lay  person  to  properly 
diagnose  that? 

A.     Only  one,  the  presence  of  a  lump  in  the  breast. 

Q.     And  is  that  a  certain  diagnosis  ? 

A.  Oh,  no.  A  lump  in  the  breast  may  be  27  other 
things  besides  cancer. 

Q.  Can  this  lump  in  the  breast — would  this  lump 
in  the  breast,  could  it  be  a  cancer  in  the  breast  too 
small  to  diagnose  by  touch? 

A.     Certainly. 

Q.     By  feel?  A.     Certainly. 

Q.  And  would  such  a  cancer  likewise  be  affected 
by  the  use  of  the  hormones  ? 

A.     Yes,  indeed. 

Q.  Well,  Doctor,  is  it  possible  for  a  female  hu- 
man to  have  a  carcinoma  of  the  breast  without 
knowing  it?  A.     Oh,  surely.  [139] 

Q.  And  without  being  able  to  determine  it  by 
subjective  symptoms? 

A.  Certainly.  Many  early  cancers  of  the  breast 
are  indicated  on  routine  physical  examination,  with 
the  woman  unaware  of  the  presence  of  any  sort 
of  process  in  the  breast  whatever. 

Mr.  Danielson :     No  further  questions. 

The  Court:  Pardon  me  a  minute  before  you 
cross-examine. 

Q.  Will  you  tell  me  what  this  alpha  estradiol 
drug  hormone  is,  what  is  it?  I  don't  understand  it. 
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A.  The  female  sex  hormones  referred  to  in 
generic  fashion  as  the  estrogenic  hormones  are 
considerable  in  number  with  the  development  of  a 
nmnber  of  different  forms  of  the  hormone  which 
differ  chemically  in  some  minor  respects  and  some 
of  them  are  acquired  from  natural  sources  such 
as  the  blood  or  urine  of  pregnant  animals.  Others 
are  made  synthetically  in  the  laboratory. 

Q.  (By  the  Court)  :  Why  from  pregnant  ani- 
mals? 

A.  Because  a  pregnant  animal  has  such  an  ex- 
cess of  the  hormone  circulating  in  the  blood  that 
it  can  be  recovered  in  enough  quantities. 

Q.     (By  the  Court)  :     And  that  is  the  reason 

A.    Yes,  sir. 

Q.  for  the  cause  of  the  source  for  the  lab- 
oratory ? 

A.  Yes.  The  main  portion  of  the  female 
sex  [140]  hormone  now  used,  however,  is  synthetic 
because  it  is  made  quickly  and  cheaply  in  the  lab- 
oratory and  has  the  same  effect  on  tissues  in  the 
female  that  the  so-called  natural  sources  of  estro- 
genic hormone  accomplish. 

Q.  (By  the  Court)  :  Well,  synthetically,  in  what 
manner,  generally  speaking? 

A.  By  starving  with  several  chemicals — I  know 
chemistry,  you  Honor.  By  diethylstrillbestrol, 
which  is  made  in  a  laboratory  simply  by  the  chem- 
ical fusion  of  several  other  chemicals,  which  when 
united  produce  complex  molecular  changes,  estro- 
genic in  its  qualities. 

The  Court:    You  may  go  ahead. 
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Cross-Examination 
By  Mr.  Elson: 

Q.  Is  it  your  opinion,  Doctor,  that  cancer  of 
the  breast  is  caused  by  estrogen? 

A.  No.  The  ultimate  cause  of  cancer  of  the 
breast  we  do  not  know,  but  there  are  certain  nec- 
essary preliminary  factors  which  must  be  present 
in  order  that  cancer  of  the  breast  may  develop  in 
a  woman,  and  estrogenic  hormone  is  one  of  these 
background  causes  of  breast  cancer. 

Q.  But  there  has  been  no  definite  proof  as  yet, 
I  take  it,  that  estrogen  has  been  a  cause  of  cancer 
of  the  breast? 

A.  You  mean  artificially  administered  estrogen, 
or  [141]  natural  estrogens  within  the  patient? 

Q.  Well,  let  us  take  natural  estrogens  within 
the  patient.  A,     That  is  established. 

Q.    It  has  been? 

A.  It  is  authoritative  opinion  that  that  is  a 
necessary  factor  preceding  the  development  of 
breast  cancer. 

Q.  You  mean  a  necessary  factor  in  that  there 
must  be  some  estrogen  there? 

A.  There  must  be  a  certain  amount  of  circulat- 
ing estrogen  over  a  long  period  of  years  in  the 
woman's  life,  within  herself,  in  order  that  breast 
cancer  may  develop. 

Q.  Well,  do  you  find  in  your  experience  that  the 
incidence  of  breast  cancer  is  greater  with  women 
who  have  had  no  children,  or  women  who  have  had 
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some  children  or  women  who  have  had  a  lot  of 

children,  or  just  whaf? 

A.  I  have  statistical  information  on  that  sub- 
ject. The  incidence  of  cancer  of  the  breast  is  dis- 
tinctly greater  in  those  women  who  have  not  borne 
children,  or  who  having  borne  children  have  failed 
to  nurse  them  at  the  breast. 

Q.  Now,  Doctor,  is  it  true  that  a  pregnant  woman 
produces  during  pregnancy  considerable  more  estro- 
gen that  a  woman  who  is  not  pregnant  % 

A.     That  is  true. 

Q.  And  the  amount  of  estrogen  that  the  woman 
produces  [142]  increases  during  the  period  of 
pregnancy  *?  A.     That  is  true. 

Q.  Now,  coming  down  to  a  practical  everyday 
matter,  isn't  it  common  and  a  general  thing  for 
many  women  who  have  gone  to,  say,  their  general 
practitioner  and  who  have  received  shots  as  we  say 
of  estrogen  or  estrogenic  substance  and  thereafter 
have  been  put,  if  I  may  say,  on  a  maintenance  dose 
of  tablets  taken  orally  on  prescription,  do  thereafter 
and  repeatedly  have  that  prescription  refilled  with- 
out having  another  prescription  issued?  Do  you 
get  what  I  mean? 

The  Witness :     Yes. 

Mr.  Elson:     Isn't  that  common? 

A.     That  is  common. 

Q.  (By  Mr.  Elson)  :  Has  it  been  your  experi- 
ence that  it  is  the  common  practice  of  general  prac- 
titioners to  have  patients  who  complain  of  s.-\^np- 
toms  that  would  lead  the  ordinary  doctor  to  believe 
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that  estrogen  would  be  helpful  to  have  the  woman 
examined  to  see  whether  or  not  a  cancer  of  the 
breast  was  present,  before  prescribing  estrogen? 

A.  Oh,  any  reasonably  competent  physician  does 
an  adequate  physical  examination  before  the  use 
of  estrogenic  hormone. 

Q.  I  didn't  mean  that.  I  do  not  dispute  that, 
but  let  us  take  it  here,  the  information  alleges  early 
and  incipient  cancer  of  the  breast,  cervix  and  uterus. 
Do  you  think  that  [143]  it  is  possible  for  the  average 
doctor  to  diagnose  an  incipient  cancer  of  the  breast, 
keeping  in  mind  the  meanmg  of  the  word  incipient  ? 

A.  It  is  possible  for  him  to  detect  an  abnormal 
area  of  thickening  or  a  very  small  actual  limip  in 
the  breast  which  requires  removal  and  microscopic 
examination. 

Q.  Would  you  say  that  was  in  its  incipiency, 
just  in  the  beginning"? 

A.     The  microscope  may  prove  it  to  be  so. 

Q.  That  might  be  true  under  microscopic  exami- 
nation but  would  you  say  that  would  be  the  usual 
practice  of  the  general  practitioner,  keeping  in  mind 
here  that  we  are  concerned  with  a  carcinoma  which 
is  in  its  early  and  incipient  stage?  That  is  the  lan- 
guage that  has  been  chosen  in  the  information,  the 
language  being  that  5/10  of  a  milligram  of  estradiol 
may  accelerate  the  growth  of  an  early  and  incipient 
carcinoma.  That  is  what  we  are  talking  about.  Do 
you  think  that  the  average  general  practitioner,  to 
whom  a  woman  went,  would  be  able  to  diagnose  an 
early  and  incipient  cancer  of  the  breast? 
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A.  I  could  only  say  that  there  are  certain  states 
in  the  breast  which  precede  the  actual  development 
of  cancer  and  they  are  accompanied  by  a  detectable 
lump  or  thickening  in  a  part  of  the  breast,  which 
would  be  apparent  to  any  well-trained  general 
physician  and  would  be  an  indication  to  him  of 
surgical  removal  of  that  area  of  the  breast. 

Q.  By  the  time  it  had  reached  that  stage,  would 
you  say  it  was  in  its  incipiency?  [145] 

A.     No ;  it  is  generally  an  established  cancer. 

Q.  Isn't  it  true  that,  when  the  cancer  has  reached 
that  stage,  the  woman  is  conscious  of  something 
there  in  her  breast? 

A.  Many  such  women  are  not  conscious  of  any- 
thing in  the  breast  at  all. 

Q.  Aren't  many  women  very  fearful  of  the  pos- 
sibility that  something  that  might  be  a  little  bit 
out  of  the  ordinary  in  their  breast  might  indicate 
a  cancer? 

A.  A  certain  number  of  the  female  population 
is  in  that  frame  of  mind. 

Q.  Don't  you  think  the  vast  majority  of  them 
are  conscious  of  that  possibility? 

A.     No;  I  certainly  don't. 

Q.  I  take  it  that  neither  you  nor  anyone  else 
knows  the  cause  of  cancer  of  the  breast? 

A.  No;  the  ultimate  or  the  trigger  mechanism 
that  actually  sets  off  the  cancer  we  don't  know  the 
nature  of. 

Q.     And  it  logically  follows  then,  of  course,  that 
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you  are  unable  to  say  that  estrogen  or  that  anything 

else  is  the  cause  of  it? 

A.  That  is  hardly  accurate.  I  again  return  to 
the  fact  that  in  the  background  of  a  human  breast 
cancer  estrogenic  hormone  is  of  importance.  Wit- 
ness the  fact  that  in  women  who  have,  for  one 
reason  or  another,  been  castrated  in  [146]  early 
life,  and  by  ''early  life"  I  mean  their  late  twenties 
or  early  thirties,  where  they  are  castrated  surgically 
or  by  X-ray  treatment,  the  incidence  of  breast  can- 
cer in  those  women  in  later  life  is  about  l/20th  of 
the  female  population  which  comes  up  to  a  normal 
physiologic  change  of  life. 

Q.  You  know,  do  you  not,  that  great  quantities 
of  estrogen  or  estrogenic  substance  are  sold  by 
manufacturers  in  this  country?  A.     Yes,  sir. 

Q.  Am  I  correct  in  saying  that  the  principal 
source,  manufacturing  source,  of  that  would  be  the 
Ciba  Pharmaceutical  Corporation  and  Roche- 
Organon  ? 

A.    Yes ;  they  manufacture  a  good  share  of  it. 

Q.  Wouldn't  it  be  fair  to  say  that  the  number 
of  packages  of  that  product  that  are  sold  in  the 
United  States  during  the  year  would  run  into  the 
hundreds  of  thousands  ? 

A.    I  assume  it  would. 

Q.  By  the  way,  does  a  woman  produce  estrogen 
after  she  has  passed  the  menopause? 

A.    Yes;  she  does. 

Q.    In  any  great  quantity  ? 

A.     In  a  considerably  diminished  quantity,  ap- 
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parently  from  the  adrenal  glands  rather  than  from 

the  ovaries. 

Q.  Do  I  understand  you  to  say  the  incidence  of 
breast  cancer  occurs  more  in  the  pre-menopausal 
woman  or  the  [147]  post-menopausal  woman? 

A.  The  peak  incidence  of  breast  cancer  occurs 
at  and  immediately  after  the  menopause.  The  ages 
of  40  to  55  account  for  the  time  of  greatest  incidence 
of  breast  cancer. 

Mr.  Elson:  The  doctor  didn't  testify  to  anything 
other  than  cancer  of  the  breast,  did  he? 

Mr.  Neukom:     No;  he  didn't. 

Q.  (By  Mr.  Elson)  :  You  spoke  of  Dr.  Nathan- 
son,  Ira  Nathanson.  A.     Yes,  sir. 

Q.  Are  you  familiar  with  the  paper  that  he  wrote 
that  appears  in  Volume  I,  Recent  Progress  in  Hor- 
mone Research?  A.     No;  I  am  not. 

Mr.  Neukom :     Show  it  to  him. 

A.  I  am  familiar  with  the  journal  but  not  with 
that  paper. 

Q.  (By  Mr.  Elson)  :  You  consider  Dr.  Nathan- 
son,  I  take  it  from  your  direct  testimony,  to  be  an 
authority  on  the  subject  of  breast  cancer  ? 

A.    Yes ;  I  do. 

Q.  I  am  going  to  read  you  a  statement  that  he 
makes  under  the  heading  of  "Conclusions,"  on  page 
281,  and  ask  you  if  you  agree  with  the  statements 
that  he  has  made 

Mr.  Danielson :  Your  Honor,  for  the  sake  of  the 
record,  may  we  have  the  date  of  this  publication? 

Mr.  Elson:     Oh,  yes.    I  beg  your  pardon.    The 
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you  are  miable  to  say  that  estrogen  or  that  anything 

else  is  the  cause  of  it? 

A.  That  is  hardly  accurate.  I  again  return  to 
the  fact  that  in  the  background  of  a  human  breast 
cancer  estrogenic  hormone  is  of  importance.  Wit- 
ness the  fact  that  in  women  who  have,  for  one 
reason  or  another,  been  castrated  in  [146]  early 
life,  and  by  "early  life"  I  mean  their  late  twenties 
or  early  thirties,  where  they  are  castrated  surgically 
or  by  X-ray  treatment,  the  incidence  of  breast  can- 
cer in  those  women  in  later  life  is  about  l/20th  of 
the  female  population  which  comes  up  to  a  normal 
physiologic  change  of  life. 

Q.  You  know,  do  you  not,  that  great  quantities 
of  estrogen  or  estrogenic  substance  are  sold  by 
manufacturers  in  this  coimtry?  A.     Yes,  sir. 

Q.  Am  I  correct  in  saying  that  the  principal 
source,  manufacturing  source,  of  that  would  be  the 
Ciba  Pharmaceutical  Corporation  and  Roche- 
Organon? 

A.    Yes ;  they  manufacture  a  good  share  of  it. 

Q.  Wouldn't  it  be  fair  to  say  that  the  number 
of  packages  of  that  product  that  are  sold  in  the 
United  States  during  the  year  would  run  into  the 
hundreds  of  thousands  ? 

A.     I  assume  it  would. 

Q.  By  the  way,  does  a  woman  produce  estrogen 
after  she  has  passed  the  menopause? 

A.    Yes;  she  does. 

Q.    In  any  great  quantity  ? 

A.    In  a  considerably  diminished  quantity,  ap- 


El-0-Pathic  Pharmacy,  et  al.,  etc.  455 

(Testimony  of  Ian  Macdonald,  M.D.) 

parently  from  the  adrenal  glands  rather  than  from 

the  ovaries. 

Q.  Do  I  understand  you  to  say  the  incidence  of 
breast  cancer  occurs  more  in  the  pre-menopausal 
woman  or  the  [147]  post-menopausal  woman? 

A.  The  peak  incidence  of  breast  cancer  occurs 
at  and  immediately  after  the  menopause.  The  ages 
of  40  to  55  account  for  the  time  of  greatest  incidence 
of  breast  cancer. 

Mr.  Elson:  The  doctor  didn't  testify  to  anything 
other  than  cancer  of  the  breast,  did  he? 

Mr.  Neukom:     No;  he  didn't. 

Q.  (By  Mr.  Elson)  :  You  spoke  of  Dr.  Nathan- 
son,  Ira  Nathanson.  A.     Yes,  sir. 

Q.  Are  you  familiar  with  the  paper  that  he  wrote 
that  appears  in  Volume  I,  Recent  Progress  in  Hor- 
mone Research?  A.    No;  I  am  not. 

Mr.  Neukom :     Show  it  to  him. 

A.  I  am  familiar  with  the  journal  but  not  with 
that  paper. 

Q.  (By  Mr.  Elson)  :  You  consider  Dr.  Nathan- 
son,  I  take  it  from  your  direct  testimony,  to  be  an 
authority  on  the  subject  of  breast  cancer  ? 

A.    Yes ;  I  do. 

Q.  I  am  going  to  read  you  a  statement  that  he 
makes  under  the  heading  of  "Conclusions,"  on  page 
281,  and  ask  you  if  you  agree  with  the  statements 
that  he  has  made 

Mr.  Danielson :  Your  Honor,  for  the  sake  of  the 
record,  may  we  have  the  date  of  this  publication? 

Mr.  Elson:     Oh,  yes.    I  beg  your  pardon.    The 
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publication  is  entitled  ''Recent  Progress  in  Hor- 
mone Research,"  Proceedings  of  the  Laurentian 
Hormone  Conference,  Volume  1,  and  the  date  is 
1947,  and  published  by  the  Academic  Press,  Inc., 
of  New  York. 

Q.  On  page  281,  Dr.  Nathanson  says,  under  the 
heading  of  ''Conclusions,"  "A  considerable  number 
of  data  bearing  on  the  relation  of  the  endocrine 
hoiTXione  to  tumors  have  been  acciunulated.  The 
administration  of  sex  hormones  to  experimental 
animals  has  resulted  in  the  production  and  aug- 
mentation and  the  inhibition  of  benign  and  malig- 
nant tumors.  These  are  really  two  definite  types  of 
tumors  in  different  species  as  well  as  certain  strains 
in  any  one  species  of  animal.  Thus,  there  are  other 
factors  that  detemiine  the  reaction  of  a  tissue  to  a 
hormonal  stimulus  and  the  susceptibility  of  an  ani- 
mal to  the  induction  of  neoplasm.  It  is  difficult 
to  interpret  these  facts  in  terms  of  human  cancer. 
Nevertheless,  they  are  of  extreme  importance  in 
the  study  of  the  origin  and  growth  of  cancer  in 
general. ' ' 

Would  you  agree  with  that  statement? 

A.  I  would  agree  with  that  and  say  also  that  it 
bears  no  relevance  to  what  was  discussed  here  this 
morning.  I  have  made  no  claim  that  in  the  human 
family  estrogen  hormone  has  anything  to  do  with 
the  production  of  cancer.  I  would  say,  first,  that 
inherent  in  the  woman  herself  there  must  be  an 
intrinsic  [149]  production  of  her  own  hormone  to 
lay  the  background  for  breast  cancer,  and  that  in 
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a  woman  who  has  developed  a  cancer  of  the  breast 
the  female  sex  hormone  may  then  accelerate  an 
existing  cancer  of  the  breast.  I,  too,  don't  believe 
that  the  use  of  female  sex  hormones,  given  in 
therapeutic  doses,  has  ever  produced  a  cancer  of 
the  breast. 

Q.  Let's  leave  the  relevancy  of  anything  that 
you  say  or  that  I  say  for  the  court  to  determine. 

A.  I  am  sorry  you  have  introduced  that.  There 
seems  to  be  a  sharp  division  of  ideas  here. 

Q.  Are  you  familiar  with  a  book  entitled  "En- 
docrinology of  Neoplastic  Diseases — A  Symposium, ' ' 
published  by  Oxford  Medical  Publications,  1947? 

A.     Yes,  sir.  I  happen  to  own  one. 

Q.     One  of  these  volumes'?  A.     Yes,  sir. 

Q.  The  particular  chapter  that  I  have  reference 
to  is  again  by  Dr.  Nathanson.  It  is  chapter  6,  page 
138,  entitled  "The  Relationship  of  Hormones  to 
Diseases  of  the  Breast,"  by  Ira  T.  Nathanson,  M.S., 
M.D.,  Boston,  Massachusetts.  On  page  165  he  states : 
"Attempts  have  been  made  to  influence  the  course 
of  cancer  of  the  breast  by  the  administration  of 
hormones.  It  was  found  that  carcinogenic  and 
hydrocarbons  possess  the  property  of  retarding  the 
growth  of  normal  and  malignant  tissues  in  experi- 
mental animals.  Since  some  of  these  [150]  com- 
pounds are  similar  in  chemical  structure  to  the 
estrogens,  the  latter  are  now  the  subject  of  investi- 
gation relating  to  cancer  of  the  breast.  Several  of 
these  substances  have  been  used.  Observations  thus 
far  indicate  that  they  may  cause  a  definite,  although 
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apparently   temporary,    partial   regression   of    the 

primary  tumor  in  some  patients." 

Have  you  had  any  similar  experience  such  as  Dr. 
Nathanson  related  there,  Dr.  Macdonald? 

A.  No;  I  haven't.  And  this  sort  of  investigating 
work  can  be  profoundly  modified  by  new  experience. 

Q.     How  is  that? 

A.  These  conclusions  may  produce — such  early 
investigative  work  can  be  profoundly  modified  by 
subsequent  experience  and,  according  to  my  recent 
contact  with  Dr.  Nathanson  in  Chicago  two  months 
ago,  he,  himself,  has  had  reason  to  modify  his  own 
views  about  the  use  of  female  sex  hormones  in 
women  with  breast  cancer.  He,  too,  has  developed 
I  shall  say  a  very  reserved  attitude  toward  it. 

Q.  That  isn't  unusual,  is  it,  in  the  case  of  inves- 
tigators and  research  men  in  the  field  of  medicine, 
that,  within  a  short  period  of  time  after  they  have 
arrived  at  what  might  appear  to  be  a  conclusion 
on  a  subject,  they  may  have  considerable  doubts  as 
to  the  validity  of  their  former  opinion? 

A.  Yes,  sir.  That  is  always  the  danger  of  stick- 
ing your  neck  out  in  print.  [151] 

Mr.  Elson:  I  don't  have  any  other  questions. 
Well,  wait  just  a  moment.  Did  I  understand  you 
to  say  on  direct  testimony  that — well,  Mr.  Sturze- 
nacker  has  just  called  it  to  my  attention  that  you 
made  a  statement  on  your  direct  testimony  concern- 
ing the  amount  of  alpha  estradiol  that,  in  your 
opinion,  would  be  dangerous  in  causing  the  accelera- 
tion of  the  growth  of  a  breast  cancer.   Did  you? 
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A.    Yes,  sir;  I  did. 

Q.     And  what  was  that  ? 

A.  Well,  translated,  it  is  that  any  amount  of 
any  form  of  female  sex  hormone  which  is  capable 
of  producing  a  physiologic  effect  in  a  woman  may 
adversely  affect  the  course  of  an  existing  cancer 
of  the  breast. 

Q.  And,  in  your  opinion,  would  such  an  amount 
be  5/10  of  a  milligram  per  day? 

A,     That  can  produce  a  physiologic  effect;  yes. 

Q.  Now,  let's  get  back  to  the  incipient  breast 
cancer.  Let's  just  assume  for  the  purposes  of  the 
discussion  here  that  an  incipient  cancer  of  the  breast 
is  diagnosible,  that  is,  you  can  find  it.  Is  there  any 
clinical  evidence  with  which  you  are  familiar  that 
5/10  of  a  milligram  of  alpha  estradiol  wiU  cause 
the  acceleration  of  such  a  cancer? 

A.  No,  there  is  no  actual  specific  proof  of  which 
I  am  aware  but  the  theoretic  hazard  of  its  possi- 
bility is  such  that  I  would  want  to  avoid  it  at  aU 
cost.  [152] 

Q.  Isn't  it  true  that  the  opinion  that  you  hold 
in  that  respect  might,  by  the  same  token,  change  a 
year  from  now,  as  Dr.  Nathanson's  opinion  on  this 
subject  has  changed  here  in  April? 

A.  Yes;  no  individual  at  the  present  time  has 
absolute  knowledge  concerning  the  question  which 
you  have  just  propounded. 

Q.  Did  I  understand  you  to  say  that  you  consider 
stilboestrol  to  have  any  effect,  possible  effect,  in 
accelerating  the  growth  of  a  breast  cancer? 
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A.    I  sure  do. 

Q.  Do  you  know  whether  or  not  stilboestrol  is 
on  the  dangerous  drug  list  in  California? 

A.     Yes ;  it  requires  a  prescription. 

Q.    And  isn't  it  a  fact  that  alpha  estradiol  is  nof? 

A.     For  some  reason,  it  is  not. 

Mr.  Elson:     That  is  all. 

Redirect  Examination 
By  Mr.  Danielson: 

Q.  Doctor,  you  just  mentioned  that  you  believe 
that  alpha  estradiol  is  not  on  the  dangerous  drug 
list  in  California.  Do  you  have  an  opinion  as  to 
whether  it  should  be? 

A.  I  certainly  think  it  should  be.  If  stilboestrol 
is  on  such  a  list,  so  should  alpha  estradiol  be. 

Q.  As  to  the  dosages  of  alpha  estradiol  which 
can  produce  [153]  a  physiological  result,  in  your 
opinion,  could  a  dosage  of  .1  milligram  of  crystalline 
alpha  estradiol  three  times  daily  produce  such  a 
result  ? 

A.  I  believe  it  could.  I  personally  have  not  used 
alpha  estradiol  but,  from  my  knowledge  of  its 
potency,  I  believe  that  in  a  substantial  number  of 
women  it  could  do  so. 

Q.     That  would  be  your  opinion? 

A.     Yes,  sir. 

Q.  You  have  mentioned  that  the  incidence  of 
breast  cancer  in  a  human  female  is  greater  in  women 
who  have  never  been  pregnant  than  in  those  who 
have.    Can  you  explain  that,  Doctor? 
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A.  Only  in  terms  of  the  fact  that  the  normal 
function  of  the  breast  should  be  that  of  lactation 
on  at  least  several  occasions  during  a  woman's  life, 
and  there  is  both  laboratory  and  experimental  evi- 
dence and  also  extremely  sound  evidence,  concern- 
ing cancer  of  the  breast  in  the  human  female,  that 
the  failure  of  the  breast  to  perform  its  expected 
physiologic  function  produces  disturbances  in  the 
tissue  of  the  breast  as  a  result  of  prolonged  years 
of  bombarding  of  the  breast  tissue  by  the  hormones 
to  which  it  is  subject  from  the  ovary,  without  the 
breast  going  on  to  perform  its  proper  function  in 
a  woman's  life.  As  a  result  of  that  long  continued 
stimulation  of  the  breast,  without  proper  function, 
certain  changes  are  set  up  which  eventually  may 
lead  to  the  development  of  cancer.  [154] 

Q.  You  have  mentioned.  Doctor,  that  during 
hormone  therapy  of  pre-menopausal  women  there 
is  not  only  a  preliminary  examination  but  periodic, 
examinations  during  the  course  of  the  treatment. 
What  is  the  purpose  of  that.  Doctor? 

A.  The  purpose  of  it  should  be  to  determine  that 
there  have  not  occurred  some  of  the  local  over- 
growths of  tissue  in  the  so-called  target  organs  on 
which  female  sex  hormone  has  its  effect.  If  these 
states  of  tissue  overgrowth  have  developed,  it  should 
be  the  signal  for  the  discontinuance  of  the  hormone. 

Q.  The  treatment  is  contra-indicated  once  such 
thickenings  or  lumps  appear,  is  that  correct? 

A.     Usually ;  yes. 
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Q.  Is  a  carcinoma  or  cancer  of  the  human  female 
breast  detectable  at  an  early  enough  stage  so  that 
treatment  will  bring  favorable  results? 

A.     Oh,  surely. 

Q.  If  such  an  early  detected  cancer  exists  or 
were  accelerated  in  its  growth,  could  that  progress 
get  beyond  control  ? 

A,     Over  a  certain  period  of  time;  yes. 

Q.     Thank  you.  No  further  questions. 

Recross-Examination 
By  Mr.  Elson : 

Q.  Have  you  found  in  the  majority  of  instances 
you  are  able  to  control  the  growth  of  a  breast  [155] 
cancer  so  that  the  patient  lives  the  normal  span  of 
life,  as  she  would  if  she  didn't  have  it? 

A.  The  control  of  breast  cancer  depends  entirely 
upon  the  stage  to  which  the  growth  has  developed 
and  its  extension  to  other  sites  at  the  time  of  sur- 
gical treatment. 

Q.  Do  you  think  that  an  increase  in  the  metabolic 
rate  of  the  patient  would  have  any  influence  on  the 
growth  of  cancer? 

A.  There  is  no  evidence  to  support  that  idea  that 
I  know  of. 

Mr.  Elson :     That  is  all. 

Mr.  Danielson:     No  further  questions. 
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Mr.  Danielson:     Dr.  Heckel,  please. 

NORRIS  J.  HECKEL,  M.D. 

called  as  a  witness  by  the  government,  being  first 
duly  sworn,  testified  as  follows : 

The  Clerk:     Your  full  name,  Doctor? 
A.     Norris  J.  Heckel,  H-e-c-k-e-1. 

Direct  Examination 
By  Mr.  Danielson: 

Q.    What  is  your  address,  Dr.  Heckel? 

A.     122  South  Michigan,  Chicago,  Illinois. 

Q.  What  schools  did  you  attend  and  what  de- 
grees did  you  [156]  receive? 

A.  I  received  an  A.B.  degree  from  the  University 
of  Iowa  and  the  M.D.  degree  from  the  University  of 
Chicago. 

Q.  When  did  you  receive  this  M.D.  degree, 
Doctor?  A.     1927. 

Q.  What  post-graduate  training  have  you  had, 
if  any? 

A.  I  studied  in  Vienna,  Hamburg  and  Paris  in 
1929  and  also  took  some  post-graduate  courses  in 
neurology  at  the  Presbyterian  Hospital  in  Chicago. 

Q.  Of  what  medical  and  scientific  societies  are 
you  a  member,  Doctor?  [157] 

A.  I  am  a  Diplomat  of  the  Society  of  Urology, 
a  Fellow  of  the  American  College  of  Surgeons, 
member  of  the  Association  of  Genito-Urinary  Sur- 
geons, Clinical  Society  of  Genito-Urinary  Surgeons, 
Western  Surgical  Association,  American  Urology 
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Association,  North  Central  Urology  Association,  a 
member  of  the  Society  for  the  Study  of  Internal 
Secretions. 

Q.  What  hospital  appointments  do  you  hold, 
Doctor  ? 

A.  I  am  Chairman  of  the  Department  of  Urology 
at  the  Presbyterian  Hospital  in  Chicago,  and  at- 
tending neurological  surgeon  at  the  Ravenswood 
Hospital,  and  on  the  advisory  board  of  the  Intensive 
Treatment  Center  in  Chicago. 

Q.  What  teaching  appointments  do  you  hold, 
if  any.  Doctor  ? 

A.  Professor  of  Urology  at  the  University  of 
Illinois  College  of  Medicine. 

Q.  Are  you  now  engaged  actively  in  the  practice 
of  medicine,  privately  in  practice? 

A.     In  the  practice  of  urology. 

Q.    What  is  urology.  Doctor? 

A.  It  is  the  study  and  treatment  of  the  genito- 
urinary diseases,  or  diseases  of  the  genito-urinary 
system  in  men  and  of  the  urinary  organs  in  the 
females. 

Q.  It  does  not  include  the  genital  system  of  the 
female?  A.     That  is  right.  [158]  j 

Q.  Have  you  had  occasion  to  write  or  publish 
any  articles  on  medical  or  scientific  subjects? 

A.    Yes,  I  have. 

Q.    About  how  many  such  articles? 

A.     In  the  neighborhood  of  80, 1  would  say. 

Q.  Have  some  or  any  of  these  dealt  with  hor-^ 
mones  and  their  effects?  A.    Yes,  sir. 
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Q.  Have  any  of  these  articles  related  to  the 
effects  of  the  male  hormone,  testosterone  ? 

A.     Yes,  sir. 

Q.  And  what  were  the  sources  of  the  Informa- 
tion which  you  included  in  your  articles,  generally? 

A.  They  were  the  results  of  investigations,  from 
the  use  of  testosterone  upon  the  genital  organs 
of  man. 

Q.  Do  you  make  use  of  testosterone,  the  male 
hormone,  in  your  practice?  A.     Yes,  sir. 

Q.  Generally  speaking,  under  w^hat  conditions  do 
you  use  testosterone  in  your  practice? 

A.  In  urology,  we  use  it  only  for  the  treatment 
of  men  that  have  a  deficiency  of  male  sex  hormone. 

Q.  Under  what  circumstances  do  you  find  that 
there  is  a  deficiency  of  the  male  hormone  ? 

A.     Of  the  male  hormone  in  man?  [159] 

Q.    Yes. 

A.     Diseases,  would  you  like  to  have? 

Q.  Yes,  under  what  classes  of  cases  is  there  such 
a  deficiency? 

A.  Well,  endocrine  disturbances,  which  is  best 
illustrated  in  eunuchism. 

Q.     And  what  is  eunuchism? 

A.  Eunuchism  is  a  disease  characterized  by  a 
deficiency  of  male  sex  hormone,  in  which  the  body 
is  not  able  to  manufacture  this  hormone.  It  really 
is  characterized  by  a  female-male,  that  is,  these  men 
have  the  characteristics  of  a  female;  they  have  no 
beard,  they  have  hypogonadism,  hypogenitalism,  a 
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high  pitched  voice;  their  extremities   are   out   of 

proportion  to  their  trunk ;  no  beard. 

Q.  In  your  statement  hypogonadism,  for  in- 
stance, what  is  the  meaning  of  the  prefix  hypo? 

A.     Hpyo,  that  means  below  normal. 

Q.    And  gonadism? 

A.  Gonad  means  testes.  Gonad  and  testes  are 
synonymous. 

Q.  It  refers  to  the  gland,  in  other  words,  the 
gonad?  A.     That  is  right. 

Q.  Now,  are  there  any  other  types  of  persons 
who  have  a  male  hormone  deficiency  other  than  the 
euQUchoid  ? 

A.  Oh,  yes.  There  are  those  unfortunate  people 
that  for  some  reason  or  other  might  have  had  a 
disease  that  would  [160]  have  destroyed  their  testes. 
A  young  boy,  for  instance,  that  has  had  mumps  and 
as  a  result  of  the  mumps  has  developed  an  orchitis 
in  which  there  was  a  destruction  of  part  of  or  most 
of  the  testes. 

Q.     Orchitis  means  what,  Doctor? 

A.  That  means  an  inflammation  of  the  testes. 
There  are  injuries  to  the  testes  as  a  result  of  acci- 
dents, failure  of  the  pituitary  gland,  for  instance, 
in  which  there  is  a  lack  of  development  of  the  testes, 
undescended  testes,  those  are  a  few  of  the  diseases 
that  might  be  associated  with  a  testicular  deficiency, 
of  a  male  sex  hormone  deficiency. 

Q.  In  an  instance  of  an  actual  castration,  this 
would  likewise  be  true,  I  assume? 

A.     Oh,  yes. 
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Q.  In  all  of  those  cases,  Doctor,  is  it  true  that 
the  male  hormone  is  used,  is  administered  to  replace 
that  which  the  body  has  failed  to  provide? 

A.     That  is  right. 

Q.  What  are  some  generally  of  the  symptoms 
of  this  male  hormone  deficiency? 

A,  Symptoms :  Well,  a  patient  may  be  impotent, 
for  instance.  It  is  a  very  common  symptom.  Outside 
of  that,  he  has  the  general  symptoms,  he  fatigues 
easily,  he  tires  easily  for  instance. 

Q.  Now,  Doctor,  you  are  familiar  with  the 
symptoms  in  [161]  which  male  hormone  deficiency 
is  indicated,  in  which  male  hormone  therapy  is 
indicated?  A.     I  think  I  am,  yes. 

Q.  Now,  Doctor,  on  the  basis  of  your  education, 
professional  training  and  experience,  your  study  of 
the  literature,  your  research,  your  conferences  and 
discussions  with  other  doctors,  in  short,  on  the  basis 
of  the  sum  of  your  professional  knowledge,  do  you 
have  an  opinion  as  to  whether  the  use  of  methyl 
testosterone  would  stimulate  the  growth  and  devel- 
opment of  the  sex  organs  and  the  male  sex  charac- 
teristic such  as  distribution  of  hair,  muscular 
development  and  depth  of  voice?  [162] 

*     *     •H- 

The  Court :  I  think  the  witness  may  answer  and 
should  answer  that  question.  At  this  stage  of  the 
evidence  it  is  quite  difficult  for  me  to  pass  on 
whether  it  is  material  or  competent  in  the  case,  and 
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subject  to  a  later  motion  to  strike,  I  will  admit  it 

and  overrule  the  objection.  [164] 


A.  The  answer  is  that  it  would,  methyl  testos- 
terone would. 

Q.  (By  Mr.  Danielson)  :  Under  what  circum- 
stances ? 

A.  An  individual  that  has  a  deficiency  of  testos- 
terone or  male  sex  hormone,  as  a  matter  of  fact 
that  is  best  illustrated  in  the  eunuchoid  individual 
in  w^hich  you  can  make  these  individuals  perfectly 
normal  men  by  the  use  of  this  material. 

Q.  Now,  do  you  have  an  opinion  as  to  the  inci- 
dence, the  average  incidence  of  such  phenomena, 
of  the  eunuchoids,  the  persons  to  whom  you  have 
referred  1 

A.  To  the  best  of  my  knowledge,  there  are  no 
available  statistics.  I  would  say  that  it  is  not  too 
common  a  disease.  I  would  classify  it  in  comparison 
to  other  diseases  as  rather  rare,  perhaps. 

Q.  Could  you  give  an  opinion  in  round  numbers 
as  to  percentage  of  incidence  ? 

Mr.  Elson:  Isn't  this  immaterial,  your  Honor? 
We  are  concerned  not  with  just  the  subject  of 
eunuchoids.  We  are  talking  here  of  a  male  hormone 
deficiency  and  whether  or  not  the  symptoms  alleged 
in  the  complaint  will  be  relieved  by  an  administra- 
tion of  it.  Now,  true,  one  of  the  symptoms  of  a 
male  hormone  deficiency  may  be  that  a  person  is 
a  eunuchoid  or  he  may  be  suffering  from  a  number 
of  conditions  that  the  Doctor  has  just  mentioned, 
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but,  it  seems  to  me  that  that  is  [165]  immaterial  to 

the  question  that  is  in  issue  here. 

Mr.  Danielson :  Your  Honor,  this  may  be  a  little 
remote,  but  I  believe  it  would  be  of  great  assistance 
to  the  court  and  to  all  parties  concerned  to  allow 
the  Doctor  to  express  his  opinion,  if  any,  on  the 
subject.  The  incidence  of  the  deficiencies  certainly 
has  a  bearing,  it  shows  how  few  people  might  have 
this  symptom.  It  has  a  bearing  on  the  efficacy  of 
this  therapy. 

The  Court :     That  is  the  symptom  of  a  deficiency? 

Mr.  Elson:     That  is  correct. 

The  Court:     The  incidence  of  sjnnptoms  of  a  de- 
ficiency, yes,  you  may  answ^er  that. 
(Pending  question  read.) 

A.  This  would  be  purely  a  guess.  I  would  say 
perhaps  one  I  believe  out  of  two  or  three  hundred 
might  have  some  evidence  of  endocrine  disturbance. 

The  Court :  Will  you  confine  that  now  to  youth  ? 
You  say  "boy"  w^hich  indicates  that  you  have  in 
mind  use  in  earlier  years.  I  thought  at  the  time 
one  of  the  objections  was  made  to  the  question  was 
the  relative  number  of  people  who  might  be  afflicted 
that  way.   Of  course,  you  mean  males,  counsel? 

Mr.  Danielson:     Yes,  males. 

The    Court:     You  mean   throughout   the    entire 

population  in  this  country,  that  is,  the  United  States, 

or  in  some  [166]  sections  of  it  % 

Mr.  Danielson:     In  any  age  group. 

The  Court :     It  is  conceivable  to  me  that  it  might 

vary  between  North  and  South,  as  in  hot  and  cold 
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climates,  high  and  low  altitudes  and  something  of 

that  kind. 

Mr.  Danielson:  I  would  say  throughout  the 
country  in  any  age  group. 

The  Court:     Yes.  Now,  in  any  age  group? 

A.  I  would  still  say  that  the  figures  that  I  gave 
would  be  as  close  as  I  could  come  approximately. 
I  don't  know  of  anyone  that  has  presented  figures 
as  to  that.   They  may  have.  [167] 

Q.  (By  Mr.  Danielson) :  Doctor,  are  those 
s^Tiiptoms,  the  symptoms  indicated  in  that  question, 
the  s>Tnptoms  of  undeveloped  sex  organs  and  lack 
of  hair  and  lack  of  muscular  development  and  high- 
pitched  voice,  are  they  or  could  they  be  the  symp- 
toms of  any  other  disease? 

The  Witness:     I  beg  your  pardon? 

Q.  (Mr.  Elson,  continuing) :  Are  they  the 
symptoms  of  any  disease  other  than  male  hormone 
deficiency  ? 

A.  Those  symptoms,  they  would  be — those  are 
really  not  symptoms.  Those  are  findings  that  are 
associated  with  testicular  deficiency. 

Q.  (By  the  Court)  :  Arising  from  any  source, 
naturally,  from  birth,  or  by  accident  and  what  not  ? 

A.    Yes,  from  accident,  birth. 

Q.  (By  the  Court)  :  Do  you  think  about  2  per 
cent? 

A.  Well,  I  said  one  out  of  two  or  three  hundred, 
I  mean  with  some  endocrine  disturbance. 

The  Court:     Oh,  I  got  it  wrong. 


El-0-Pathic  Pharmacy,  et  al.,  etc.  471 

(Testimony  of  Norris  J.  Heckel,  M.D.) 

Q.  (By  Mr.  Danielson) :  Now,  Doctor,  on  the 
basis  again  of  the  sum  of  your  knowledge,  of  your 
medical  and  scientific  knowledge  of  hormones  and 
their  use  and  endocrine  disturbances,  do  you  have 
an  opinion  as  to  whether  hormone  therapy  would 
in  a  man  in  his  later  40s  correct  the  lack  of  sexual 
power  and  impotence? 

A.  It  wouldn't  correct  the  impotence,  if  this 
impotence  [168]  were  not  due  to  a  deficiency  of 
male  sex  hormone. 

Q.  It  would  be,  again,  only  in  the  event  that 
there  is  a  deficiency?  A.     That  is  right. 

Q.  Again,  on  the  basis  of  the  sum  of  your 
medical  and  scientific  knowledge  relative  to  en- 
docrine disturbances  and  hormones,  do  you  have 
an  opinion  as  to  whether  male  hormone  therapy, 
methyl  testosterone  in  a  man  in  his  late  40s  would 
relieve  and  postpone  the  many  conditions  associated 
with  middle  age  and  would  improve  the  sense  of 
well-being  ? 

Mr.  Elson:  Your  Honor,  I  don't  want  to  make 
an  objection  every  time  a  question  is  asked,  but 
may  it  be  understood  that  there  will  be  an  objection 
or  that  there  is  an  objection  made  to  each  one  of 
the  questions  along  this  line  involving  these  symp- 
toms that  I  refer  to  in  the  information,  in  the  first 
portion  of  the  charge? 

Mr.  Danielson:  That  would  be  agreeable  to  the 
government,  if  it  is  agreeable  to  the  court.  [169] 
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The  Court:  I  was  going  to  suggest  to  Mr.  Dan- 
ielson  that  you  might  consider  reframing  the 
question. 

Mr.  Danielson :  Yes,  your  Honor,  I  am  perfectly 
agreeable  to  doing  so. 

Q.  Doctor,  on  the  basis  of  the  sum  of  your 
knowledge,  your  medical  and  scientific  knowledge 
relative  to  endocrine  disturbances  and  the  use  of 
hormone  therapy,  do  you  have  an  opinion  as  to 
whether  the  administration  of  methyl  testosterone 
would  correct  lack  of  sexual  power  and  impotence 
in  a  person  who  has  a  male  hormone  deficiency? 

A.     It  would. 

Q.     It  would?  A.     That  is  right. 

Q.  Assuming  the  same  educational  background, 
experience  and  sum  of  your  knowledge,  would  male 
hormone  therapy  relieve  [172]  and  postpone  the 
many  conditions  associated  with  middle  age  and 
improve  the  sense  of  well-being  in  a  person  who  is 
suffering  from  a  male  hormone  deficiency? 

A.    It  would. 

Q.  (By  the  Court) :  Well,  now,  if  you  don't 
mind  the  interruption.  But,  it  is  my  business  to 
ascertain  as  near  to  the  facts  and  the  truth  as  I 
can.  I  would  like  to  know  from  the  witness,  then, 
what  would  be  the  effect.  Firstly,  do  males  of  that 
age  generally  lack  somewhat  in  deficiency  of  this 
hormone  ? 

A.     It  is  my  opinion  they  do  not. 

Q.     (By  the  Court)  :     They  do  not? 

A.     That  is  right. 
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Mr.  Danielson:  If  your  Honor  please,  I  will 
lead  into  that. 

Q.  (By  the  Court)  :  The  next  thing  I  want  to 
know,  then,  is  assuming  that  they  have  the  normal 
amount,  what,  if  you  know,  would  be  the  effect  on 
them  as  to  an  increased  stimulation? 

A.  It  would  do  two  things.  First,  it  would 
destroy  the  seminiferous  tubules  of  the  testes,  and, 
two,  it  would  aggravate  the  growth  and  dissemina- 
tion of  prostatic  cancer. 

The  Court:  Well,  now,  you  take  your  witness 
again. 

Mr.  Danielson:     Yes,  your  Honor.   Thank  you. 

Q.  Now,  again  assuming.  Doctor,  your  own  med- 
ical and  [173]  scientific  knowledge  and  experience, 
do  you  have  an  opinion  as  to  whether  any  man  who 
has  a  male  hormone  deficiency,  methyl  testosterone 
therapy  would  constitute  an  adequate  treatment  for 
flushes,  sweats  and  chills,  impaired  memory,  inability 
to  concentrate  on  activities  and  tendency  to  avoid 
them,  nervousness,  depression,  general  weakness  and 
lack  of  physical  strength  *? 

A.  It  would  have  no  effect  unless  those  symptoms 
were  associated  with  a  testicular  deficiency.  But 
there  are  many  diseases  that  would  produce  those 
symptoms. 

Q.  And  again,  Doctor,  assuming  your  medical 
and  scietific  experience,  education  and  training,  your 
knowledge  of  endocrinology  and  male  hormones,  do 
you  have  an  opinion  as  to  whether  with  a  man  who 
has  a  male  hormone  deficiency  methyl  testosterone 
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mental  work  and  would  exert  a  tonic  action  result- 
ing in  renewed  vigor  ? 

A.     It  would,  if  he  had  a  testicular  deficiency. 

Q.  And  again,  assuming  your  medical  and  scien- 
tific training  and  knowledge,  the  sum  of  your  knowl- 
edge of  edocrinology  in  hormones,  in  any  man  who 
has  a  male  hormone  deficiency,  would  methyl  testos- 
terone therapy  imj^art  a  better  attitude  towards 
social  life  and  cause  nervousness,  exhaustion  and 
melancholy  to  disappear? 

A.     It  would.  [174] 

Q.  Are  these  symptoms  also  the  symptoms  of  any 
other  diseases  or  condition?  A.     Oh,  yes. 

Mr.  Elson:   I  object  to  that  as  immaterial. 

The  Witness:     There  is  hyperthyrodism 

The  Court :  Just  a  moment,  please. 

Mr.  Elson:  Doctor,  I  made  an  objection. 

The  Witness :  Oh,  pardon  me. 

Mr.  Elson :  Object  to  the  question  on  the  grounds 
it  is  incompetent,  irrelevant  and  immaterial  to  any 
issue  in  the  case.  We  are  talking  about  male  hor- 
mone deficiencies.  That  is  what  the  government  has 
pleaded  and  it  seems  to  me  that  we  are  getting  into 
a  field  that  is  far  removed  from  the  subject  under 
discussion  here.  That  would  open  the  door  to  going 
into  that  on  cross-examination,  your  Honor,  and 
when  we  wind  up,  it  has  proved  nothing. 

The  Court:  Eeporter,  will  you  read  that  ques- 
tion again. 

(Question  read  by  the  reporter.) 


El-0-Pathic  Pharmacy,  et  al.,  etc.  475 

(Testimony  of  Norris  J.  Heckel,  M.D.) 

The  Court :  That  is,  you  mean  other  than  a  defi- 
ciency in  this  male  hormone? 

Mr.  Danielson:  That  is  correct.  Are  there  any 
other  pathological  conditions  which  would  have 
these  symptoms? 

The  Court:  Oh,  well,  I  would  say  that  that  is  a 
matter  of  common  knowledge,  whether  they  would 
have,  but  I  will  hear  the  answer.  [175] 

A.  Many  other  diseases  will  produce  those  symp- 
toms. 

Q.  (By  Mr.  Danielson) :  There  are  many  other 
conditions  ?  A.     That  is  right. 

Q.  Now,  Doctor,  how  is  male  hormone  deficiency 
in  any  person  determined? 

A.  Determined  by,  first,  a  careful  history,  No.  2, 
a  careful  physical  examination  and  No.  3,  there  are 
some  laboratory  tests  that  will  aid  in  diagnosis,  such 
as  the  estimation  of  17  kitosteroids  in  the  urine. 

The  Court :   The  absence  ? 

The  Witness :    The  absence 

The  Court :    That  is,  in  number,  under  17  ? 

A.  No.  That  is  just  the  name  of  that  particular 
androgen  is  all.  [176] 

Q.  (By  Mr.  Danielson) :  17  is  a  part  of  that 
name  ?  A.     Just  a  name,  yes. 

Q.     Is  that  a  male  sex  hormone? 

A.  It  is  an  androgen,  and  an  androgen  is  another 
foi-m  of  male  sex  hormone. 

Q.  What  other  methods,  if  any,  are  there  for 
determining  whether  or  not  the  male  hormone  de- 
ficiency exists? 
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A.  The  estimation  of  the  excretion  of  gonadtro- 
pins  also  in  the  urine.  But  those  laboratory  pro- 
cedures usually  supplement  or  aid  other  physical 
findings. 

Q.  Do  those  examinations  require  special  train- 
ing, Doctor?  A.     That  is  right. 

Q.  Are  there  any  subjective  symptoms  which 
would  enable  you  to  correctly  diagnose  male  hormone 
deficiency  ?  A.     No. 

Q.  Would  the  sjnuptoms  which  I  have  just  de- 
scribed to  you  and  to  which  you  have  given  replies 
indicate  necessarily  male  hormone  deficiency  ? 

A.  You  mean  the  nervousness  and  all  those 
symptoms  ? 

Q.     That  is  correct.  A.     No. 

Q.  Without  attempting  to  give  a  percentage, 
Doctor,  do  you  have  an  opinion  as  to  whether  the 
incidence  of  male  hormone  deficiency  is  a  common  or 
rare  phenomena?  [1'^''] 

A.     Rare,  very  rare,  I  would  say. 

The  Court:    Even  in  old  men? 

A.    Yes,  your  Honor. 

The  Court :    Impotenc}^  has  nothing  to  do  with  it  ? 

A.     Nothing  whatsoever;  nothing  whatsoever. 

Mr.  Danielson:  Could  the  doctor  explain  that 
point,  your  Honor? 

The  Court :    Yes.   I  would  like  to  have  him  do  so. 

The  Witness :    I  beg  your  pardon  ? 

Q.  (By  Mr.  Danielson)  :  The  fact  that  impo- 
tence is  not  a  symptom  of  male  hormone  deficiency. 

A.     Well,  impotence  may  be  due  to  a  variety  of 
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diseases  and  causes,  for  instance,  syphillis  can  pro- 
duce it.  One  of  the  most  common  causes  of  impotence 
is  of  psycho-genic  origin. 

Q.     And  by  that  you  mean  what.  Doctor  ? 

A.  Worry,  fatigue,  mental  strain.  Many  people 
are  not — a  good  many  men  I  would  say  imagine  that 
they  are  impotent.  Their  impotence  is  brought  on 
by  imagining  that  they  are  impotent. 

The  Court:  It  comes  with  age,  at  some  period, 
does  it  not? 

A.  It  is  a  natural  process.  Various  stages  of  im- 
potence occur  with  the  natural  process  of  aging,  I 
mean  the  sex  organs  go  through  the  same  stages  as 
other  parts  of  the  body.  [178] 

Q.  (By  the  Court) :  Well,  does  sterility  have 
anything  to  do  with  it? 

A.  No.  Obviously,  an  impotent  man  is  sterile,  I 
mean  because  of  his  impotence  he  cannot  discharge 
the  spermatozoa,  but  a  sterile  man  is  not  necessarily 
impotent. 

Q.  (By  the  Court)  :  I  was  thinking  of  sterility 
in  connection  with  the  need  for  a  greater  supply  of 
the  hormone. 

A.     I  did  not  understand  your  Honor. 

The  Court :  I  was  thinking  of  sterility  in  connec- 
tion with  the  need  of  hormones  of  the  male  type. 
There  is  no  connection  there? 

A.  No,  no,  no.  Not  unless,  again,  the  sterility  is 
due  to  an  atrophy  of  the  testes  caused  by  a  deficiency 
of  the  hormone 

The  Court:    Yes. 
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The  Witness:   then,  that  would  be  the  result. 

Q.  (By  Mr.  Danielson) :  But  that,  again,  would 
be  one  of  those  extremel}^  rare  conditions,  is  that 
correct.  Doctor? 

A.     Yes,  I  would  say  it  would  be  pretty  rare. 

Q.  Now,  Doctor,  in  your  practice  as  a  urologist, 
haye  you  had  occasion  to  determine,  aside  from  these 
symptoms  we  haye  just  mentioned,  any  of  the  results 
of  hormone  therapy  ?  A.     Yes. 

Q.  What  are  some  of  your  obseryations  about 
tha-t? 

A.  You  mean  in  treatment  of  prostatic  cancer, 
for  instance?  [179] 

Q.     Yes. 

A.  Well,  from  the  use  of  methyl  testosterone  we 
know,  now,  that  the  use  of  that  material  Tvill  aggra- 
vate prostatic  cancer. 

We  know,  now,  that  the  use  of  stilbesterol,  the 
female  sex  hormone,  will  produce  a  retrogression  of 
prostatic  cancer. 

We  know  that  the  use  of  male  sex  hormone  in  any 
form  will  do  wonderful  things  to  these  indiyiduals 
that  are  -suffering  from  a  deficiency  of  this  hormone. 

Does  that  answer  your  question  ? 

Mr.  Danielson:    Yes,  I  believe  it  does,  Doctor. 

Q.  Now,  Doctor,  directing  your  attention  to  the 
use  of  methyl  testosterone  tablets  containing  25  mil- 
ligrams each  of  methyl  testosterone,  do  you  have  an 
opinion  as  to  whether  a  dosage  of  one  tablet  a  day, 
for  indefinite  duration,  would  produce  any  of  the 
effects  which  you  have  just  described? 
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A.     Yes,  it  would. 

Q.  What  effect  could  that  have  on  a  prostate 
cancer  ? 

A.     It  would  cause  it  to  grow  and  disseminate. 

Q.  In  the  event,  Doctor,  you  had  a  patient  with 
an  early  or  incipient  prostatic  carcinoma,  in  your 
opinion  would  the  use  of  methyl  testosterone  be 
indicated  % 

A.     Oh,  definitely  not,  contra-indicated. 

The  Court:  Will  you  read  the  question  and  the 
answer'?  [180] 

(Record  read  by  reporter.) 

Q.  (By  the  Court)  :  Would  the  use  of  the  drug 
be  indicated? 

Mr.  Danielson:    Would  it  be  recommended'? 

The  Court :   Oh,  yes. 

A.     That  is  the  same  question ;  the  same  answer. 

The  Court :  Yes. 

Q.  (By  Mr.  Danielson) :  Doctor,  it  would  follow, 
then,  that  the  use  of  the  same  drug,  one  to  two  tab- 
lets daily  for  an  indefinite  duration — you  would  have 
the  same  answer,  I  presume  ■? 

A.     It  would  be  worse. 

Q.  Are  you  familiar  with  linguets  of  methyl  tes- 
tosterone containing  5  milligrams  each*? 

A.    Yes. 

Q.  Do  you  have  an  opinion  as  to  whether  a  dos- 
age of  two  tablets  three  times  daily  of  5  milligrams 
each,  continued  for  an  indefinite  duration,  would 
have  an  effect  on  these  conditions'? 
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A.  The  same  effect,  but  it  would  not  be  produced 
as  rapidly. 

Q.  Do  you  have  an  opinion,  Doctor,  as  to  a  dos- 
age of  tablets  containing  5  milligrams — linguets 
containing  5  milligrams  of  methyl  testosterone  each, 
with  a  dosage  of  three  to  four  linguets  per  day,  as 
to  whether  they  would  have  such  an  effect? 

A.     The  same  thing.  [181] 

Q.  Now,  Doctor,  as  a  urologist,  you  have  occasion 
to  conduct  examinations  to  detect  prostatic  cancers, 
is  that  not  correct?  A.     That  is  right. 

Q.  Would  you  explain  the  effectiveness  of  a  pal- 
pation or  rectal  examintion  in  diagnosing  prostatic 
cancer?  A.     Prostatic  cancer? 

Q.    Yes. 

A.  Well,  in  the  majority  of  men,  the  diagnosis 
in  the  majority  of  instances  is  by  rectal  examination. 

Q.     Can  it  be  detected  in  early  stages? 

A.     Yes.  But,  in  early  stages,  early  prostatic  can- 
cer, it  may  be  necessary  to  supplement  the  rectal' 
examination  with  a  biopsy.  In  other  words,  there  are 
two  other  conditions  that  may  simulate  an  early; 
prostatic  cancer. 

Q.     Will  you  explain  that? 

A.  One  is  a  stone  in  the  prostate  and  the  other 
is  an  area  of  inflammation  and  those  are  the  only  two 
things  that  I  know  of  that  would  simulate  the  pros- 
tatic cancer.  Most  prostatic  cancers,  the  majority 
of  prostatic  cancers  arise  in  the  posterior  lobe  of  the 
prostate,  which  can  be  felt  very  easily  on  rectal 
examination.  [182] 
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Q.  Doctor,  what  procedure  is  necessary  to  dis- 
tinguish these  other  two  conditions  from  prostatic 
cancer  ? 

A.  Examination  of  the  prostatic  fluid  for  the 
presence  of  an  infection,  an  X-ray  picture  of  the 
prostate  gland,  of  the  area  of  the  prostate  gland. 

Q.  Do  those  examinations  require  special  train- 
ing. Doctor  ?  A.     Yes ;  I  would  say  so. 

Q.  Can  a  diagnosis  of  prostatic  cancer  be  ac- 
curately made  by  subjective  symptoms'? 

A.     No. 

Mr.  Danielson:    No  further  questions.  [183] 

*     *     * 

Cross-Examination 
By  Mr.  Elson : 

Q.  Doctor,  you  stated  this  morning  that  the  in- 
cidence of  male  hormone  deficiency,  in  your  opinion, 
was  very  small  %  A.     That  is  right. 

Q.  When  you  had  that  in  mind  or  when  you  made 
that  statement,  did  you  have  in  mind — I  will  with- 
draw that.  Just  prior  to  your  making  that  statement, 
you  were  speaking  of  eunuchoidism  ? 

A.     That  is  right. 

Q.  And  that,  of  course,  is  only  one  manifesta- 
tion of  a  male  hormone  deficiency? 

A.     That  is  right. 

Q.  What  are  the  other  manifestations  of  it?  I 
mean  without  anything  that  pertains  to  surgery  or  a 
laboratory  test. 
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A.  You  say  'Symptoms  of  male  sex  hormone  de- 
ficiency ? 

Q.  Not  quite  that.  I  mean  the  symptoms  which 
Mr.  Danielson  read  to  you  this  morning,  which 
pretty  nearly  cover  [185]  all  of  the  field,  don't  they? 

A.     Yes ;  I  think  that  is  true. 

Q.  What  I  have  in  mind  is  this.  I  mean  a  man 
who  has  knowledge  like  a  general  practitioner.  This 
man  is  not  a  specialist  such  as  you  and  these  other 
gentlemen  who  have  testified.  His  knowledge  lies  in 
the  field  of  general  practice,  such  as  lawyers  ex- 
perience in  the  field  of  general  practice.  And  the 
man  complains  of  several  of  the  symptoms  that  were 
read  to  you  this  morning.  In  your  opinion,  what 
would  that  general  practitioner,  as  a  practical  mat- 
ter, do  to  assist  that  man  in  being  relieved? 

A.  The  first  thing  he  should  do  is  to  make  a 
careful  examination  of  the  patient  to  see  if  he  can 
find  out  what  is  producing  the  symptoms.  As  I  said 
this  morning,  there  may  be  a  number  of  diseases 
that  will  produce  these  sjonptoms.  Do  I  make  myself 
clear  ? 

Q.  Yes.  I  presume  that  one  of  those  things,  first 
things,  that  he  would  do  would  be  to  take  a  history 
of  the  patient.  A.     That  is  right. 

Q.  And,  as  a  matter  of  fact,  that  is  what  the 
average  doctor  does  to  any  patient  that  is  new? 

A.     Yes. 

Q.  Then,  if  the  history  of  the  patient  didn't 
disclose  any  condition  dissociated  with,  putting  it 
broadly,  male  hormone  deficiency,  what,  in  your 
opinion,  would  the  doctor  [186]  do? 
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A.  Examine  the  patient,  the  next  procedure 
would  be,  a  i^hysical  examination. 

Q.    A  physical  exammation  ?  A.     Yes. 

Q.  That  would  include  the  usual  examination 
that  we  are  all  familiar  with,  would  it? 

A.     Yes ;  from  head  to  foot. 

Q.  Tell  me  this.  The  average  practitioner,  the 
general  practitioner,  as  briefly  as  you  can,  would 
make  what  sort  of  an  examination  I 

A.  That  is  a  very  good  question  and  a  very  im- 
portant question.  He  would  go  over  the  patient, 
examine  his  heart,  lungs,  reflexes  and  pupils  and 
neck,  chest;  and  then,  suppose  we  will  say  for  the 
sake  of  the  argument  that,  after  he  had  done  that, 
he  couldn't  arrive  or  he  did  not  have  an  opinion  on 
what  might  be  wrong  with  this  patient;  then  the 
next  thing  that  he  would  do,  in  all  probability,  would 
be  to  examine  the  urine  to  see  whether  there  was 
any  sugar  in  the  urine,  which  would  give  him  a  clue 
that  this  patient  might  have  diabetes,  which  would 
produce  this  sort  of  symptoms.  We  will  assume  there 
was  no  sugar,  and  then  he  would  look  at  the  urine 
to  see  whether  there  was  albumin  in  the  urine  or 
casts  in  the  urine,  which  would  indicate  that  the 
patient,  in  all  probability,  would  be  suffering  from 
Bright 's  Disease  or  some  kidney  disturbance.  Let's 
assume  for  the  sake  of  the  argument  [187]  that 
was  normal ;  then  he  would  take  the  patient's  blood 
pressure  and  see  whether  it  was  normal.  Maybe  the 
patient  had  a  hypertension.  Then,  let's  assume  for 
the  sake  of  the  argument  that  his  blood  pressure 
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was  normal  and  his  urine  was  negative;  he  would 
probably  take  a  blood  count,  as  the  next  procedure, 
to  see  whether  the  patient  was  suffering  say  from 
anemia  or  had  some  blood  disturbance. 

Q.    May  I  stop  you  right  there  1  A.     Yes. 

Q.  To  be  clear  on  it,  first,  all  of  these  things 
cannot  happen  in  one  day,  can  they? 

A.     Oh,  yes. 

Q.  I  mean  he  would  take  a  urine  specimen  and 
a  blood  sample  and  all  like  that  but  he  wouldn  't  get 
the  results  on  it  until  he  has  sent  it  out  to  a  labor- 
atory ? 

A.  He  might  send  it  out  but  he  could  do  it  him- 
self. If  he  would  send  it  out,  he  probably  wouldn't 
have  that  evidence  until  the  next  day. 

Q.  What  I  was  thinking  of  was  the  ordinary 
general  practitioner  that  a  person  goes  to,  whether 
he  was  equipped  to  conduct  those  tests  or  not  him- 
self or  whether  he  had  to  send  them  out,  and  then 
say  a  day  or  two  later  the  man  came  back. 

A.    Yes. 

Q.     You  may  go  ahead.  [188] 

A.     Where  was  I  ? 

Q.    Maybe  the  reporter  can  help  you  out. 

A.  Well,  I  can  remember  it.  We  got  as  far  as 
the  blood  pressure.  With  the  blood  pressure  say 
normal  and  that  didn't  explain  the  symptoms  that 
the  patient  complained  of,  then  you  would  get  into 
the  various  should  I  say  more  complicated  labora- 
tory procedures.  There  might  be  some  indication 
that  the  patient  had  a  gastro-intestinal  disturbance 
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and  an  X-ray  picture  of  the  stomach  or  an  X-ray 
picture  of  the  colon  should  be  taken  or  a  basal  metab- 
olic test  made  to  discover  whether  or  not  he  had 
some  disturbance  of  his  thyroid,  for  instance. 

Does  that  answer  your  question? 

Q.  Yes.  And  I  suppose  there  would  be  included 
in  that  a  rectal  examination? 

A.     Oh,  yes ;  in  the  physical  examination. 

Q.  And,  if  he  found  nothing  on  palpating  the 
prostate  that  appeared  suspicious,  would  it  be  rea- 
sonable to  assiune  that  the  man  was  probably  suffer- 
ing from  a  male  hormone  deficiency? 

A.     No;  I  can't  agree  with  that. 

Q.  I  realize  this,  that  you  are  a  urologist ;  you  are 
in  a  very  specialized  field.  And  we  are  talking  now 
about  the  general  practitioner  who  is  not  a  special- 
ist in  anything.  He  is  a  master  of  all  and  so  on.  He 
is  the  type  of  doctor  who  is  most  predominant,  isn't 
he?  [189]  A.     That  is  right. 

Q.  We  are  safe  in  assuming,  aren't  we,  that  that 
type  of  a  doctor  is  not  going  to  be  blessed  with  the 
specialty  that  you.  Dr.  Macdonald,  Dr.  Thienes  and 
some  of  these  other  gentlemen  have  ? 

A.     That  is  right. 

Q.  Now,  just  looking  through  and  getting  down 
to  earth  on  this  thing,  is  it  a  fact  that  such  a  doctor, 
who  had  gone  through  a  complete  physical  examina- 
tion of  that  patient  and  had  been  unable  to  find 
anything  that  looked  suspicious,  because  of  any  of 
these  symptoms,  as  a  matter  of  actual  practical  fact 
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— wouldn't  such  a  doctor  suggest  testosterone  to  the 
man  to  be  tried  for  a  period  of  say  four  to  six  weeks 
and  see  if  those  symptoms  were  relieved,  as  a  com- 
mon sense  matter  % 

A.     He  might  but  he  shouldn't. 

Q.  We  are  not  talking  about  that.  We  can  get 
into  fine  distinctions  in  medicine,  and  in  law  for 
that  matter,  as  to  what  a  man  should  do  but  they 
don't.  We  can  talk  in  the  same  way  about  law;y^ers 
preparing  cases.  They  should  but  many  times  they 
don't.  Now,  let's  forget  about  what  they  should  do 
and  draw  on  your  knowledge  as  to  what  the  average 
man  in  general  practice  would  do.  As  a  matter  of 
fact,  wouldn't  he  do  about  just  as  I  have  stated*? 

A.  I  really  doubt  it;  I  really  do.  I  doubt  [190] 
that. 

Q.  Doctor,  you  stated  something  this  morning 
that  really  puzzled  me,  among  many  other  things, 
that  there  were  very  few  men  who  went  through  the 
climacteric  period.  A.     That  is  right. 

Q.  How  can  you  explain,  if  you  can,  then,  the 
vast  quantity  of  testosterone  that  is  sold  by  the 
Schering  Corporation,  the  Ciba  Pharmaceutical 
Company,  and  Roche-Organon  ? 

A.  Well,  in  answer  to  that  question,  the  only 
thing  I  can  say  is  this,  that  I  don't  know  of  anyone, 
any  doctor,  any  scientist,  an}^  investigator,  that  has 
presented  evidence  by  which  one  can  make  a  definite 
diagnosis  of  the  so-called  male  menopause  or  the 
male  climacteric.  I,  myself,  in  my  experience,  have 
never  been  able  to  make  such  a  diagnosis  as  a  male 
climacteric. 
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Q.  Right  at  that  point,  isn't  it  a  fact  that  very 
frequently  in  the  case  of  you  specialists  your  diag- 
nosis may  not  be  a  hundred  per  cent  correct '^ 

A.     Absolutely. 

Q.  And  wouldn't  the  margin  of  error  increase 
greater,  in  your  opinion,  with  the  general  practi- 
tioner? A.     Increase  greater? 

Q.     Yes. 

A.     Do  you  mean  in  making  a  diagnosis'? 

Q.  In  making  a  diagnosis,  wouldn't  the  margin 
of  error  be  greater  with  the  general  practitioner 
than  with  you  gentlemen  [191]  who  are  specialists? 

A.     I  think  that  is  true ;  that  is  right. 

Q.  So,  therefore,  it  could  be  very  probable  in 
the  case  of  a  general  practitioner  that  a  man  might 
be  going  through  the  male  climacteric  and  he 
wouldn't  diagnose  it  correctly? 

A.  Well,  what  is  the  male  climacteric?  I  don't 
know. 

Q.  Well,  frankly,  I  have  seen  it  spoken  of  in 
the  literature  and  you  probably  have,  too,  as  a  condi- 
tion of  something  or  other  that  is  comparable  but 
not  the  same  as  the  female  menopause.  [192] 

A.  As  I  have  described  the  symptoms  and  the 
differences  in  the  male  climacteric  ? 

Q.  No.  But  it  is  a  change  of  life,  if  you  want  t>) 
call  it  that? 

A.  I  don't  know  what  it  is.  I  have  never  read  or 
in  talking  with  my  colleagues  learned  what  it  was. 
As  far  as  my  knowledge  goes,  I  have  never  been 
a1)lc  to  fmd  an  article  written  bv  anvone  in  which 
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they  can  tell  how  to  make  such  a  diagnosis  as  the 

male  climacteric. 

Q.  It  is  referred  to  frequently  in  the  articles  as 
the  male  climacteric,  is  it  not? 

A.  Oh,  very  frequently  in  layman's  magazines 
and  medical  publications. 

Q.  I  am  going  to  move  now  over  into  something 
else  before  I  forget  it.  Do  you  know  of  a  doctor  by 
the  name  of  Deming? 

A.  Yes,  sir;  Clyde  Deming  of  Yale  University. 
I  know  him  very  well. 

Q.     Well,  it  is  Albert  Hemming. 

A.     I  can't  recall  him  right  at  the  moment. 

Q.  To  refresh  your  mind,  I  am  told  that  he  was 
formerly  on  the  research  staff  of  Ciba  Pharmaceuti- 
cal Corporation. 

A.     I  can't  recall  him  right  at  the  moment. 

Q.  Incidentally,  isn't  it  true  that  the  body  does 
not  store  hormones?  [193] 

A.  Within  a  reasonable  length  of  time,  that  is 
true.  I  mean  most  of  the  hormones.  And  I  am 
speaking  only  of  the  male  now. 

Q.     That  is  all  I  am  talking  about. 

A.  It  is  excreted  in  a  period  of  24  hours,  I  think, 
roughly,  although  I  can't  vouch  for  that  statement. 

Q.  That  would  be  sufficient,  wouldn't  it,  for  us 
to  say  with  accuracy  that  the  body  does  not  store 
hormones  ?  A.    Yes. 

Q.  In  other  words,  in  24  hours  it  is  out  of  the 
body  like  in  the  food  that  we  take  ? 

A.    Yes;  I  think  that  is  true. 
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Q.  You  are  aware,  are  you,  that  methyl  testos- 
terone may  be  sold,  so  far  as  any  statutory  require- 
ments are  concerned,  without  prescription? 

A.     I  wasn't  aware  of  it  until  just  recently. 

Q.  Are  you  aware  of  the  fact  that  at  least  in 
California  it  is  not  classed  as  a  dangerous  drug  by 
the  Department  of  Pharmacy? 

A.     I  found  that  out  this  morning. 

Q.  I  was  talking  about  alpha  estradiol  this 
morning.  A.     No;  I  didn't  know  that. 

Q.  Coming  back  to  the  amount  that  is  sold  by 
these  three  corporations  that  manufacture  it,  Scher- 
ing,  and  Eoche-Organon  and  Ciba,  if  you  can  di- 
vorce from  your  mind  your  own  [194]  experience 
as  a  urologist,  wouldn't  it  appear  to  you  that,  in 
view  of  the  hundreds  of  thousands  of  packages  that 
are  sold  in  the  aggregate  by  all  three  per  year,  that 
the  product  was  indicative  of  considerable  benefit 
to  many,  many,  many  men  ? 

A.  No  question  about  that  at  all ;  wonderful.  But 
there  are  many  things  with  this  hormone,  that  was 
claimed  for  it,  that  is  now  proven  that  it  was  of  no 
benefit.  For  instance,  it  was  supposed  to  have  been 
a  cure  for  prostatic  enlargement.  It  was  supposed 
at  one  time  to  have  been  valuable  in  the  treatment 
of  sterility.  And  those  conditions  now  have  been 
proven  to  have  been  false.  There  is  no  argument  that 
this  hormone  produces  dramatic  results.  There  is  no 
question  about  it,  if  it  is  used  properly,  that  is,  when 
you  think  that  you  can  take  a  female  male  and  make 
that  individual  into  a  man  and  establish  him  back 
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into  his  community  and  make  him  a  perfectly  nor- 
mal male,  it  is  really  amazing  and  astounding.  [195] 

Q.  (By  Mr.  Elson)  :  And  isn't  it  equally  as- 
tounding that  a  person  who  is  suffering  from  a  male 
hormone  deficiency  manifesting  the  symptoms  that 
Mr.  Danielson  read  to  you  this  morning,  would  find 
that  those  symptoms  or  the  majority  of  them  would 
disappear  ? 

A.     Certainly,  if  he  has  a  testicular  deficiency. 

Q.     I  am  predicating  it  all  on  that. 

The  Witness :    That  is  right. 

Mr.  Elson:   Because  that  I  don't  question. 

The  Witness:    Absolutely  wonderful. 

Mr.  Elson:  I  don't  question  it.  I  might  say  that 
if  I  thought  for  a  moment  that  that  literature  there 
represened  that  this  product  would  be  good  for 
those  conditions,  even  though  they  did  not  arise  from 
a  hormone  deficiency,  I  would  not  be  in  this  court- 
room. 

Q.  In  other  words,  the  methyl  testosterone,  tes- 
tosterone propinate  has  proved  an  immeasurable 
benefit? 

A.     There  is  no  question  about  it. 

Q.     To  thousands  and  thousands  of  men? 

A.  Well,  I  don't  know — I  would  say  that  they 
could  even  go  into  the  thousands  over  the  world,  yes, 
I  think  that  would  be  true. 

Q.  We  could  say  hundreds  of  thousands  prob- 
ably and  be  pretty  safe  ? 

A.  I  question  that.  That  seems  to  be — maybe. 
I  [196]  don't  know. 
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Q.  Now,  on  this  cancer  business,  you  stated  this 
morning,  that  is,  I  understood  you  to  say  that  as  a 
fact  methyl  testosterone  would  accelerate  the  growth 
of  an  incipient  cancer  of  the  prostate. 

A.     That  is  right. 

Q.  Do  you  know  of  any  clinical  evidence  where 
that  has  been  demonstrated  as  a  fact? 

A.     Yes,  sir. 

Q.     Where? 

A.     My  own  patients  that  I  have  observed. 

Q.     Was  it  an  incipient  carcinoma? 

The  Witness:    Can  I  explain  it? 

Mr.  Elson:    Yes. 

The  Witness:    Would  you  like  to  have  it? 

Mr.  Elson:    Yes. 

A.  A  patient  that  was  previously  operated  for  a 
prostatic  enlargement,  prostatic  hyperplasia  or  be- 
nign prostatic  enlargement,  the  same  thing,  and  for 
some  reason  or  other,  the  histological  sections  re- 
vealed that  this  enlargement  was  benign  or  not  can- 
cerous, and  rectal  examination  also  confirmed  the 
histological  reports  and  studies.  This  patient  for  one 
reason  or  other  was  given  methyl  testosterone  in  a 
period  of  four  or  five  weeks,  five  weeks  I  think,  it 
doesn't  make  much  difference,  and  that  individual 
developed  a  prostatic  cancer  [197]  wMle  he  was 
under — ^not  developed,  that  is  not  quite  the  word  I 
want  to  say — at  least  he  did  develop  a  prostatic 
cancer. 

Q.     (By  Mr.  Elson)  :    Well,  medically  and  scien- 
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tifically,  does  that  prove  that  that  cancer  was  caused 

by  testosterone  ? 

A.     No.    We  don't  know  the  cause  of  cancer. 

Q.  Medically  and  scientifically,  does  that  prove 
that  the  growth  of  the  cancer  was  accelerated  by 
testosterone  or  something  else  ? 

A.  I  think  it  does,  for  the  simple  reason  that  it  is 
not — that  the  growth  of  this  cancer  was  so  spectac- 
ular, was  so  rapid,  that  it  did  not  follow  the  usual 
pattern  of  an  ordinary  patient  that  has  a  prostatic 
cancer,  in  other  words,  the  individual  that  has  pros- 
tatic cancer,  we  will  say  an  incipient  prostatic  can- 
cer, it  may  go  on  for  four  to  five  months  before 
it  produces  any  symptoms  whatsoever.  And  here, 
under  the  stimulation,  if  you  please,  of  methyl  tes- 
tosterone over  a  period  of  four  or  five  weeks,  the 
changes  in  this  prostate  and  even  outside  of  the 
prostate  were  extensive. 

Q.  Well,  isn't  that  a  presumption  on  your  part, 
that  that  was  the  result  of  taking  testosterone?  In 
oher  words,  what  I  mean  is  this :  that  you  have  no 
proof  that  that  was  the  cause  of  it,  rather  than 
something  else  ? 

A.  Well,  I  don't  think  that  cause — I  mean  that  I 
don't  think  that  testosterone  in  any  form  causes 
prostatic  cancer.  [198]  I  mean  we  don't  know  what 
causes  it,  because  it  has  been  definitely  proven  that 
testosterone  in  any  form  will  activate  and  spread 
prostatic  cancer. 

Q.  (By  the  Court) :  What  do  you  mean  by 
spread.  Doctor?   Just  pardon  me. 
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A.  Metastasize  to  other  parts  of  the  body.  It  goes 
into  the  king  and  into  the  bones. 

Q.  (By  Mr.  Elson)  :  Who  has  proven  it,  leaving 
apart  your  case? 

A.     I  could  give  several  others. 

Q.  Have  you  found  any  in  the  reported  litera- 
ture, any  of  it  in  the  literature  ? 

A.  I  think  Dr.  Huggins  has  reported  that.  I 
can't  tell  you  right  off  at  the  moment  the  journal 
that  it  was  published  in. 

Q.     Recently? 

A.  If  my  memory  does  not  fail  me,  I  would  say 
in  the  last  two  years. 

Q.  Well,  then,  prior  to  the  last  two  years,  say 
from  1947  and  prior  thereto,  was  there  anyone  who 
reported  as  a  definite  fact  that  a  cancer  of  the 
prostate  had  been  accelerated  in  growth  by  testos- 
terone % 

A.  Well,  of  course,  this  whole  prostatic  cancer 
problem  and  its  relationship  to  hormones  is  a  rela- 
tively new  thing.  I  think  it  was  only  in  1940  that 
Dr.  Huggins  came  out  [199]  with  this  monumental 
work  of  his,  that  definitely  showed  and  proved  that 
you  could  cause  a  regression  of  prostatic  cancer  by 
the  administration  of  estrogens,  for  instance.  This 
whole  thing  is  a  relatively  new  thing. 

Q.  Well,  then,  prior  to  1947,  isn't  it  a  fact  that 
whether  or  not  testosterone  would  accelerate  the 
growth  of  a  cancer  in  the  prostate  was  a  matter  of 
conjecture  ? 
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A.     Well,    based    on    clinical    evidence,    it    was 

thought  that 

Q.     That  is  what  I  mean.  A.     Yes. 


Q.  (By  Mr.  Elson) :  Are  you  familiar  with  the 
work  of  Dr.  Nathanson  that  I  spoke  of  this  morn- 
ing? 

A.  No,  I  am  not  too  familiar  with  it.  I  think 
most  of  his  work  is  in  the  field  of  gynecology,  isn't 
it?   I  know  who  he  is. 

Q.  I  think  you  are  right.  I  think  you  are  right, 
but  in  this — this  was  a  symposium  that  I  referred 
to  this  morning  in  my  examination  of  Dr.  Macdon- 
ald.  It  was  Recent  Progress  in  Hormone  Research, 
Volume  1,  Proceedings  of  the  Laurentian  Hormone 
Conference  1947.  [200] 

Now,  Dr.  Nathanson  in  that  article,  and  the  article 
is  entitled  '' Endocrine  Aspects  of  Human  Cancer," 
he  discusses  carcinoma  of  the  breast  and  so  on  and 
also  cancer  of  the  prostate  gland.  Now,  generally 
speaking,  and  I  will  try  to  state  it  in  substance  (I 
think  I  am  correct) ,  I  shall  read  that  portion  of  his 
article.  He  speaks  of  castration  or  that  following 
castration  in  some  cases  there  has  been  evidence  of 
the  recession  or  inclination  to  dormancy  of  a  pros- 
tatic cancer.  A,     That  is  right. 

Q.  And  he  speaks  of  the  implication  by  some — 
that  as  a  result  of  that  testosterone,  accelerates  the 
growth  of  a  prostatic  cancer,  because  after  castra- 
ion  of  course  testosterone  is  not  produced  by  the 
testicles.  A.     That  is  right. 
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Q.  And  so,  that  is  the  conclusion — or  he  does  not 
state  it  as  his  conclusion ;  it  is  an  implication  or  pre- 
sumption. However,  he  poses  this  question  and  I 
wonder  if  you  agree  with  it :  that  following  castra- 
tion there  is  a  pathological  change  in  the  body,  the 
pituitary  gland  is  stimulated,  action  of  the  pituitary 
is  stimulated,  action  of  the  adrenal  glands  are  stimu- 
lated, and  whether  or  not  it  might  be  because  of  that 
excess  stimulation  that  the  growth  of  the  prostatic 
cancer  is  inhibited  ?  Do  you  think  there  is  any  merit 
to  that  idea?  [201] 

The  Witness :  I  am  sorry.  I  did  not  quite  follow 
that  language,  the  last  sentence  of  yours.  Right  up 
until  the  last  sentence  I  did  not  quite  follow  that. 

Q.  (By  Mr.  Elson) :  Well,  now,  let  me  start  over 
again:  That  after  castration  there  is  a  pathological 
change  in  the  body  which  takes  place? 

A.    Yes. 

Q.  That  the  pituitary  glands  or  pituitary  gland 
and  adrenals  are  closely  connected  in  their  activ- 
ity   A.     That  is  right. 

Q.    with  the  testes.  A.     That  is  right. 

Q.  That,  when  the  testes  are  removed,  the  pitui- 
tary is  stimulated  to  secretions  greater  than  that 
which  they  would  prior  to  castration;  the  same  is 
true  of  the  adrenals? 

The  AVitness :   Did  he  say  that  ? 

Mr.  Elson :  That  is  what  I  understood  him  to  say. 
"Orchiectomy,"  which  is  castration 

A.     That  is  right. 

Q.     "although  removing  one  source  of  andro- 
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gens  may  permit  increased  pituitary  activity,  thus 
stimulating  organs   such  as  the   adrenal   gland  to 
increased  androgen  production." 

A.     That  is  right. 

Q.  That  is  what  I  mean.  All  right.  Now  then,  can 
you  say  as  a  fact,  Doctor,  that  the  increase  in 
secretion  by  the  [202]  pituitary  and  the  increase  in 
production  by  the  adrenals  or  some  other  pathologi- 
cal changes  that  has  taken  place  in  a  man's  body 
following  castration  is  not  as  a  fact  responsible 
for  inhibition  of  the  growth  of  a  prostatic  cancer? 

A.  No.  It  would  not  inhibit  the  growth.  It  would 
stimulate — it  might  stimulate  the  prostatic  cancer. 
It  might  stimulate  it. 

Q.     What  would? 

A.  I  follow  your  thought  very  weU.  As  a  matter 
of  fact,  you  expressed  it  fine.  I  mean,  what  you  do 
when  you  castrate  the  individual,  you  release  the 
governor  from  the  iDituitary  and  the  pituitary 
throws  out,  increases  its  gonadtropic  activity.  By 
increasing  its  gonadtropic  activity  it  stimulates  the 
adrenal,  and  it  is  now  well  established  that  the 
adrenal  also  produces  androgens,  and  the  presence 
of  the  increased  androgens  in  the  body,  as  a  result 
of  the  stimulation  of  the  adrenal  by  the  pituitary 
might  activate  or  cause  to  grow  the  prostatic  cancer 
that  is  there,  and  that  is  why  we  have,  apparently 
why,  or  that  is  a  theory  at  least  why  some  of  these 
patients  are  not  relieved  or  their  prostatic  cancers 
do  not  regress.  That  is  a  result  of  the  castration. 

Q.     But  it  is  still  a  theory,  isn't  it? 
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A.  That  is  right — well,  they  have  found  that  the 
adrenals  do  produce  androgens.  That  is  not  a  theory. 

Q.     No.   I  understand  that.  [203] 

The  Witness:  And  it  is  not  also  a  theory — this 
has  been  done  on  experimental  animals,  where  they 
have  castrated,  for  instance,  the  rat;  they  hook  two 
rats  together.  Then  they  castrate  one  rat  and  that 
increases  the  gonadotropic  activity  of  the  anterior 
lobe  of  that  particular  rat  and  as  a  result  of  that, 
they  produce  changes  in  the  other  rat  that  is  hooked 
up. 

Q.  (By  Mr.  Elson)  :  I  know,  but  right  at  that 
point,  it  doesn't  follow  necessarily  that  experimen- 
tation with  animals  is  going  to  produce  the  same 
results  as  with  humans  %  A.     That  is  right. 

Q.  And  it  still  is  simply  theory  that  castration 
stimulates  the  activity  of  the  pituitary  which  in 
turn  stimulates  the  production  in  the  adrenals  and 
so  on,  and  that  the  growth  of  the  cancer  is  increased  ? 

A.  I  would  say  95  per  cent  of  that  statement  has 
been  proven. 

Q.  What  was  the  theory  that  you  were  talking 
about,  then? 

A.     I  don't  know.     What  theory? 

Mr.  Elson:  Read  back  to  him.  You  mentioned 
something  that  was  still  theory  and  I  just  want  to 
be  certain.   Can  you  go  back  there,  Mr.  Reporter? 

Mr.  Danielson:     I  believe  he  said  this  was  the 

theory  in  the  sense  of  rational [204] 

(Record   read   by   the   reporter   as    follows: 
("And  the  presence  of  the  increased  andro- 
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gens  in  the  body  as  a  result  of  the  stimulation 
of  the  adrenal  by  the  pituitary  might  activate 
or  cause  to  grow  the  ]3rostatic  cancer  that  is 
there,  and  that  is  why  we  have,  apparently  why, 
or  that  is  a  theory  at  least  why  some  of  these 
things  are  not  relieved,  or  their  prostatic  can- 
cers do  not  regress.  That  is  a  result  of  the  cas- 
tration.") 
The  Witness :     That  last  part  is  theory,  but  the 

rest 

Mr.  El'son :  Yes,  that  is  right. 
The  Witness:    Yes. 

Mr.  Elson :    I  think  we  understand  each  other. 
Q.     The   fact   still  remains,   though,    doesn't   it, 
that  men  are  castrated,  I  suppose  every  day,  for  the 
purpose   of   inliibiting   the   growth  of   a   prostatic 
cancer  ? 

A.  That  is  right,  except  there  are  not  as  many 
men  being  castrated  today  as  there  were  five  years 
ago. 

Q.     Well,  that  may  be  true. 
A.    Yes,  that  is  true. 

Q.     You  know  more  about  that  than  I  do. 
A.    Yes. 

Q.     I  shouldn't  say  ''may  be." 
The  Witness :  Yes. 

Q.  (By  Mr.  Elson)  :  Are  you  familiar  with  this 
book.  Endocrinology  [205]  of  Neoplastic  Diseases, 
a  symposium?  A.    Yes,  sir. 

Tlie  Court :  Well,  you  raise  a  situation  there  that 
seems  queer  to  me. 

Q.    You  say  that  castration  does  or  at  least  by 
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theory  it  did  retard  cancerous  growth  in  the  pros- 
state?  A.     Yes,  that  is  right. 

Q.  Well,  it  merely  retards?  It  would  not  heal 
of  its  own  accord,  would  it  ? 

A.  It  is  never — your  Honor,  although  Dr.  Hug- 
gins  has  some  five-year  cures,  so-called  five-year 
cures  as  a  result  from  castrating  men  that  had  pros- 
tatic cancer,  no  one  so  far  as  I  know  has  ever  made 
the  claim  that  castration  or  any  of  these  various 
forms  of  therapy  that  are  now  used  will  definitely 
cure  the  disease.  Now,  they  will  make  them  clinically 
well  so  they  can  again  resume  their  work. 

Q.  (By  the  Court) :  Well,  eventually,  in  prac- 
tically all  cases,  in  fact  it  is  done  every  day,  isn't  it, 
removal  of  the  prostate  gland  wiU  get  rid  of  the 
cancer  ? 

A.  Well,  that  is  in  early  prostatic  cancer.  That 
is  where  the  cancer  is  confined  to  the  gland  itself.  It 
has  not  been  spread.  When  they  take  out  the  whole 
gland,  they  can  get  rid  of  the  cancer. 

Q.  (By  the  Court)  :  Well,  the  spread  is  no 
longer 

A.  No.  After  it  is  spread,  and  then  unfor- 
tunately [206]  about  95  per  cent  of  the  men,  by  the 
time  they  come  to  their  physician  for  their  relief  of 
the  symptom,  they  already  have  a  prostatic  cancer 
that  is  spreading  beyond  the  confines  of  the  gland 
itself. 

Q.  (By  the  Court)  :  Castration  would  not  affect 
that  in  any  way? 

A.     Yes.     Now,  in  those  instances,  that  is  when 
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the  castration  is  indicated,  after  the  cancer  has 
extended  beyond  the  limits  of  the  gland  itself  and 
where  an  operation  cannot  be  done.  Now,  with  an 
early  prostatic  cancer,  then  you  would  not  castrate 
the  individual,  if  you  could  take  all  the  cancer  out 
by  removing  the  gland. 

Q.  (By  the  Court) :  Supposing  that  it  extended 
to  the  kidneys'? 

A.  It  doesn't  make  any  difference  so  far  as 
castrating  an  individual  is  concerned,  kidneys, 
chest 

Mr.  Neukom:  Will  you  show  the  court  one  of 
the  slides  of  the  prostate  here?  This  is  one  of  the 
slides  we  showed  yesterday. 

The  Witness:  You  see,  when  the  cancer  is  con- 
fined right  here  (indicating),  when  it  is  localized, 
right  here,  when  you  go  in  and  you  take  this  whole 
gland  out,  then  you  get  rid  of  the  cancer,  just  like 
you  take  off  a  breast  in  a  woman. 

The  Court:    Yes. 

The  Witness:  But  prostatic  cancers  unfortu- 
nately metastasize  [207]  quite  early,  it  goes  to 
other  parts  of  the  body.  Suppose  it  goes  to  the 
chest. 

Q.  (By  the  Court)  :  It  is  more  likely  to  do  it 
than  cancer  originating  in  other  parts  ? 

A.  Yes,  than  in  the  bladder,  for  instance,  that  is 
right.  Then,  with  that  individual  where  it  has  gone 
to  other  parts  of  the  body,  extended  to  other  parts 
of  the  body,  then,  obviously  it  would  not  do  any  good 
to  take  this  out,  or  where  you  have  cancer  in  other 


El-0-Pathic  Pharmacy,  et  at.,  etc.  501 

(Testimony  of  Norris  J.  Heckel,  M.D.) 
parts  of  the  body.  In  those  two  instances,  there  are 
two  forms  of  recognized  therapy,  now.  One  is  to 
castrate  the  individual  or  give  him  estrogens  or 
female  sex  hormones. 

Q.  (By  the  Court)  :  Well,  castrating,  would  that 
do  any  more  good  than  to  stop  the  spreading? 

A.  Well,  it  will  produce — it  will  cause  a  regres- 
sion or  a  shrinking  up  of  these  metastatic  lesions. 

The  Court :    Well,  that  is  all  very  new  to  me. 

The  Witness:  Yes,  it  is.  This  thing  has  just 
developed  in  quite  an  amazing  sense.  For  instance, 
I  can  show  you  X-ray  pictures  of  a  man's  chest  that 
has  just  been  riddled  by  these  metastatic  lesions, 
and  then  put  him  on  estrogenic  therapy,  this  diethyl- 
stillbestrol  that  they  are  talking  about  here,  and  in 
six  months  time  take  an  X-ray  picture  of  his  chest 
and  you  cannot  see  these  metastatic  lesions,  they 
have  shriveled  up,  they  have  disappeared — really 
an  amazing  [208]  thing. 

Mr.  Elson :  Let  that  go  in  as  government's  Exhibit 
16,  and  that  is  the  photograph  or  a  duplicate — it  is 
a  photograph  which  is  a  duplicate  of  one  of  the 
pictures  which  was  on  the  slide  and  explained  yes- 
terday by  Dr.  Nelson. 

Mr.  Danielson:  Then,  No.  16  is  the  photograph 
to  which  the  witness  was  referring  in  making  his  last 
explanation. 

The  Clerk:  That  is  Government's  Exhibit  16  in 
evidence. 

(The   photograph   referred   to   was   marked 


502  United  States  of  America  vs. 

(Testimony  of  Norris  J.  Heckel,  M.D.) 

Government's  Exhibit  No.  16  and  received  in 
evidence.) 

Q.  (By  Mr.  Elson)  :  Doctor,  you  spoke  about 
this  being  just  recent.  How  recent  is  this? 

A.     Well,  to  be  exact,  I  think  1940. 

Q.     1940,  when  Dr.  Huggins 

A.  first  came  out  with  his  experimental  evi- 
dence. 

Q.  Then,  when  did  it  become  the  consensus  of 
medical  opinion  that  castration  to  inhibit  the  growth 
of  a  prostatic  cancer  was  not  so  necessary  as  had 
been  thought  to  be  before  ? 

A.  Well,  that  still  is  a  debatable  question.  The 
only  way  I  could  answer  that  is  to  tell  you  what  is 
going  on  in  the  larger  clinics. 

Q.  I  don't  think  we  need  that.  I  mean  as  I  get  it, 
it  is  still  a  debatable  question  ? 

A.  Of  whether  they  should  be  castrated  or  have 
estrogens,  or  both.  [209] 

Q.  Now  on  this  incipient  business,  incipient 
means  beginning,  does  it  not?  A.     Early. 

Q.  Well,  Taber's  Medical  Dictionary  defines  it 
as  beginning.  A.     Yes. 

Q.     Would  you  agTee  with  that  definition? 

A.     Yes,  I  will  agree  with  that. 

Q.  Now,  when  a  cancer  of  the  prostate  is  begin- 
ning, wouldn't  it  be  almost  impossible  in  the  vast 
majority  of  cases  to  even  know  that  it  was  there, 
say  by — I  am  not  talking  about  you  as  a  urologist — 
1  am  talking  about  our  general  practitioner? 

A.     If   a   general   practitioner   is   familiar   with 
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rectal  examinations,  an  early  prostatic  cancer  could 
or  should  be  suspected.  Now,  we  have  to  define  what 
we  mean  by  early  incipient.  Now,  if  it  is  the  size  of 
a  pin  head,  then  I  question  whether  any  one  could 
do  it. 

Q.  But,  after  all,  they  start  from  one  cell,  don't 
they?  A.     That  is  right. 

Q.  And  they  start  from  one  cell  and  they  grow 
wild  and  multiply,  that  is  what  generally  speaking 
in  layman's  language  what  a  cancer  is,  isn't  it? 

A.     Yes,  I  would  say  that.  [210] 

Q.     A  wild  uncontrolled  cell? 

A.     Yes,  that  is  right,  exactly  what  it  is. 

Q.  So,  in  its  incipiency  or  beginning,  or  if  we 
want  to  get  technical  about  it,  it  is  the  first  cell, 
isn't  it?  A.     That  is  right. 

Q.     But,  to  be  reasonable A.     Yes. 

Q.    wouldn't  it  be  fair  to  say  that  a  prostatic 

cancer  in  its  incipiency  was  one  that  was  beginning 
and  whether  or  not  it  was  discoverable  depended 
upon  how  far  it  had  grown? 

A.  Yes,  you  should — you  can  discover  it  when  it 
is  about  the  size  (I  am  just  using  some  yardstick), 
about  the  size  of  a  split  x^ea,  we  will  say,  or  some- 
thing like  that. 

The  Court :  Now,  pardon  me.  This  is  by-i^assing 
now.  Now,  what  I  would  like  to  find  out  there: 
There  are  many  tests  to  determine  whether  a  cancer 
exists  in  a  human  body,  aren't  there? 

A.     No,  your  Honor.   You  mean  laboratory  tests 
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or  blood  tests?    There  are  no  blood  tests  right  at 

the  moment  that  are 

Q.     (By  the  Court):     There  are  urinary  tests'? 

A.     No,  no,  no. 

Q.  (By  the  Court)  :  There  is  a  doctor  here  in 
Los  Angeles,  in  Griendale,  a  Dr.  Carpenter,  hasn't 
he  got  a  urinary  test  ? 

A.  No,  not  to  discover  cancer  that  I  know  of. 
Now,  [211]  there  is  a  Dr.  Papanicalou  from  New 
York,  who  came  out  several  years  ago  with  the  strain 
and,  for  instance,  you  would  massage  the  prostate, 
we  will  say,  massage  the  prostate,  get  the  prostate 
fluid  collected  on  a  slide  and  then  he  would  stain 
that  slide  with  some  special  stain,  and  he  is  a  very 
extraordinary  man  in  cell  physiology.  I  mean  he 
made  a  special  study  of  that,  and  he  can  tell  by  the 
examination  of  that  slide  whether  there  are  cancer 
cells  from  the  prostate.  That  was  true.  But,  by 
that  time  you  can  also  make  a  diagnosis  by  a  rectal 
examination. 

Now,  Dr.  Huggins.  There  was  a  good  deal  of 
publication  in  the  newspapers  just  recently  and  he 
reported  these  investigations  at  Detroit  about  three 
weeks  ago  I  think.  He  is  working  on  a  test  that 
he  has  developed  by  examining  the  blood  and  this 
was  about  discovering  the  presence  of  cancer  in  the 
body,  but  I  understand  that  that  is  not  a  specific 
test,  that  other  diseases  will  also  give  a  positive  test, 
like  tuberculosis,  for  instance,  as  I  understand. 

The  Court:  Pardon  me  for  interrupting  you 
there,  but  I  rather  wanted  to  get  that  in  my  own 
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mind,  as  to  whether  there  was  any  different  methods 
by  which  cancer  could  be  determined  before  it  just 
became 

The  Witness:     Clinically  evident? 

The  Court:     Yes.  A.     No,  no.  [212] 

Q.  Doctor,  we  want  to  keep  in  mind  this,  coming 
back  again  to  the  charges  in  the  information,  that 
it  may  be  dangerous,  that  is,  methyl  testosterone,  be- 
cause it  may  accelerate  sterility  and  the  growth  of 
a  prostatic  cancer.  A.     That  is  right. 

Q.  And  that  is  that  would  be  a  case  where  a 
person  could,  as  the  law  permits  him  to  do,  go  and 
buy  methyl  testosterone  at  a  counter,  without  a  pre- 
scription. That  is  what  we  have  to  keep  in  mind. 
We  have  also  got  to  keep  in  mind  the  average  cir- 
cumstances as  we  talk  about  our  reasonable  man. 
And  I  think  it  is  fair  to  say  that  we  must  keep  in 
mind  the  average  person  who  would  go  to  the  aver- 
age competent  general  practitioner  in  a  community 
and  whether  or  not,  if  he  went  to  such  a  doctor, 
before  he  bought  any  testosterone,  and  he  had  an 
incipient  carcinoma  of  the  prostate, — whether  such 
a  doctor,  not  you,  would  be  able  to  find  any  incipient 
carcinoma  of  the  prostate  in  that  man.  Now,  if  he 
did,  I  take  it  from  the  literature  that,  out  of  at 
least  an  abundance  of  caution,  he  would  caution  him 
against  using  methyl  testosterone.  But  let's  take  that 
same  individual  who  a  few  days  or  a  week  later 
complains  of  these  symptoms  and  the  doctor  decides 
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that  he  is  going  to  try  him  on  methyl  testosterone 
to  relieve  him  of  those  symptoms.  We  are  talking 
about  an  incipient  carcinoma  That  he  doesn't  find 
anything  that  makes  him  suspicious  as  such  a  doctor 
would  go  about  it.  There  wouldn't  be  [213]  any- 
thing so  far  as  cancer  of  the  prostate  is  concerned 
to  prevent  him  from  prescribing  testosterone,  would 

there  1 

A.  If  there  is  a  definite  indication  for  prescrib- 
ing it. 

Q.  We  are  talking  about  an  indication  of  how — 
or  we  will  assume  in  our  question  that  there  was 
an  indication  to  him  of  a  male  hormone  deficiency 
and  that  the  doctor  had  examined  the  man  as  such 
a  doctor  would  do  and  had  concluded  that  there  was 
no  suspicion  of  carcinoma  of  the  prostate.  I  take  it 
that  such  a  doctor  wouldn't  hesitate  to  try  the  man 
on  testosterone  to  see  if  he  was  relieved  of  his  symp- 
toms, is  that  right?  A.     Oh,  I  question  that. 

Q.     Just  try  and  divorce  this  business  from  you. 

A.     Yes;  I  know. 

Q.    Have  you  ever  been  in  general  practice? 

A     Yes,  sir. 

Q.  I  don't  know  how  long  ago  it  was  but  let's 
try  and  project  yourself  into  the  shoes  of  a  general 
practitioner.  Don't  you  think  it  is  reasonable  after 
that  that  the  doctor  is  going  to  prescribe  methyl 
testosterone  for  him? 

A.  I  am  sorry;  I  can't  agree.  I  don't  think  the 
general  practitioner  would.  Most  general  practi- 
tioners are  very  good  doctors.    The  chances  are  99 
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times  out  of  a  hundred  the   general   practitioner 

would  find  some  specific  reason  for  this  [214]  man's 

symptoms. 

Q.  You  are  putting  something  into  my  question 
now A.     I  am  sorry. 

Q.    that  isn't  there. 

A.    All  right;  I  am  sorry 

Q.     Would  he  be  safe — I  will  withdraw  that. 

Don't  you  think  that  that  doctor  would  ordinarily, 
under  the  circumstances,  try  the  man  on  methyl 
testosterone?  A.     I  don't  think  he  would. 

Q.    You  don't  think  he  would? 

A.     No;  I  really  don't.    I  don't  think  he  would. 

Q.     Let's  assume  that  he  did.  A.     All  right. 

Q  Or  let's  assume  before  we  get  there  that  the 
doctor  found  nothing  that  was  suspicious  of  cancer 
and  so  told  the  man.  It  necessarily  follows,  if  such 
a  warning  had  been  on  the  package,  it  wouldn't 
have  meant  anything  to  the  individual,  would  it, 
because  the  doctor  had  told  him  that  he  found  noth- 
ing in  the  way  of  cancer  of  the  prostate? 

The  Court:  Due  to  the  rather  peculiar  question 
there  to  the  witness — isn't  it  true  with  relation  to 
general  practitioners,  young  and  old,  that  they  are 
influenced  psychologically  by  different  experiences 
and  discoveries  and  what  they  have  read  and  the 
impression  that  was  made  on  them  with  respect  to 
the  patients?  [215] 

The  Witness:     I  think  that  is  true. 

The  Court:  Don't  some  of  them  lean  very  much 
in  favor  of  certain  specifics  and  others,  for  some 
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reason   or    other,   form   somewhat   of   a   prejudice 
against  them,   maybe   from   some   experience   that 
they  had? 

The  Witness:     That  might  be  true;  yes. 

The  Court:  At  the  present  time,  or  a  few  years 
back,  a  very  large  percentage  of  the  ordinary  prac- 
ticing physicians  were  giving  lots  of  consideration 
to  sulphonide  drugs? 

The  Witness:     Yes. 

The  Court:  But  it  has  been  restricted  consider- 
ably in  the  last  few  years  and  apparently  the  ma- 
jority of  them  now  go  in  for  penicillin  for  just  about 
anything  ? 

The  Witness:  It  all  depends.  They  now  know 
that  these  antibiotics,  the  sulpha  drugs  and  peni- 
cillin, and  now  we  have  a  new  one,  have  a  specificity 
for  certain  organisms,  for  certain  bacteria,  and  an 
organism  that  the  sulpha  drugs  would  not  influence, 
penicillin  would.  They  now  know  a  little  bit  more 
about  that  than  several  years  ago. 

The  Court:  The  only  reason  I  asked  about  that 
was  on  accoimt  of  a  question  that  counsel  asked 
you,  as  to  what  the  average  practitioner  would  be 
likely  to  do  with  reference  to  this  testosterone. 

The  Witness :     Yes. 

The  Court :  And  I  had  a  query  in  my  mind  as  to 
what  the  [216]  average  doctor  would  know  or  think 
about  testosterone;  that  some  of  them  might  be  en- 
thused about  it  and  others  might  be  prejudiced. 
Do  you  think  so? 

The  Witness:  That  is  true;  that  would  be  true, 
I  think. 
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Q.  (By  Mr  Elson)  :  Doctor,  one  of  the  ques- 
tions that  the  court  propounded  to  you  made  me 
think  of  something  here.  Coming  back  to  our  aver- 
age practitioner,  the  average  competent  practitioner, 
general  practitioner,  he  is  a  pretty  busy  man  even 
today,  isn't  he?  A.     Yes;  I  would  say  so. 

Q.  And  is  it  also  true  that  with  that  average 
individual  he  simply  does  not  have  enough  hours 
in  the  day  to  do  his  work  and  do  all  of  the  studying 
and  reading  of  literature  that  he  would  like  to  do? 

A.  That  may  have  been  true  during  the  war  but 
I  think  now  that  that  situation  is  not  as  prevalent. 

Q.  Then  he  couldn't  take  care  of  all  his  patients, 
that  is,  during  the  war?  A.     That  is  right. 

Q.  And  there  are  many  articles  that  have  ap- 
peared, just  as  with  we  lawyers,  that  he  ought  to 
read  probably  but  doesn't?  A.     Yes 

Q.  So  isn't  it  a  fact  that  a  great  deal  of  the 
working  day-by-day  information  that  that  general 
practitioner  receives  [217]  as  to  the  efficacy  or 
contra-indications  and  so  on  of  a  particular  drug 
is  furnished  to  him  by  the  detail  man  from  the  large 
manufacturer  suppliers,  together  with  the  literature 
supplied  to  that  detail  man  by  the  manufacturer? 

A.  With  the  various  county  medical  societies, 
state  medical  societies  and  post-graduate  studies 
that  they  have,  I  would  say,  in  answer  to  your  ques- 
tion, that  that  is  not  as  prevalent  as  one  might  think. 
It  is  true  that  large  pharmaceutical  concerns  do  send 
out  lots  of  literature. 

Q.     And  it  is  good  information,  isn't  it? 


510  United  States  of  America  vs. 

(Testimony  of  Norris  J.  Heckel,  M.D.) 

A.    And  a  lot  of  it  is  very  good  information. 

Q,  For  instance,  you  take  outfits  like  Ciba, 
Schering  and  Roche-Organon,  and  they  maintain, 
do  they  not,  large  and  various  research  staffs'? 

A.     That  is  right. 

Q  Isn't  it  a  fact  that  the  information  that  they 
supply  in  the  literature  to  the  doctors  is  right 
abreast  with  the  times'? 

A.     In  general,  yes,  although 

Q.    Although  you  disagree  with  some  of  it  1 

A.     Some  of  it;  that  is  right. 

Q.  However,  as  a  practical  matter,  the  average 
general  practitioner  is  going  to  rely  on  what  he 
reads  in  literature  from  such  organizations,  isn't  he? 

A.     Not  always;  no.  [218] 

Q.     In  the  vast  majority  of  cases? 

A.  Well,  of  course,  that  is  a  variable  thing.  I 
don't  know  how  you  can  answer  that. 

Q  Haven't  you  heard  this  time  and  again,  that 
some  doctor  kicks  about  some  product  and  he  said, 
"That  is  not  what  the  detail  man  told  me  it  would 
do'"?  A.    I  have  heard  that  statement. 

Mr.  Elson:  I  don't  think  I  have  any  further 
questions. 

The  Court:  One  will  have  nothing  but  Squibb 's 
and  another  nothing  but  some  other  drug. 

Mr.  Elson:     I  have  no  further  questions,  Doctor. 

Mr.  Danielson:  I  have  a  few  questions  to  clear 
up  a  few  points. 
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Redirect  Examination 

Q.  (By  Mr.  Danielson) :  Doctor,  in  the  first 
place,  among  medical  men  is  not  cancer  deemed  to 
be  early  or  incipient  when  it  is  small  enough  to  be 
detected  yet  susceptible  of  treatment? 

A.     That  is  right. 

Q  Doctor,  assuming  a  doctor  who  is  administer- 
ing testosterone  to  a  male  human  patient,  does  he  not 
keep  that  patient  under  regular  examination  or 
periodic  examination  during  the  treatment? 

A.     Yes,  sir. 

Q.     And  for  what  purpose  is  that?  [219] 

A.  To  detect  any  deleterious  results  that  might 
occur. 

Q.  And  if  any  indication  of  a  prostatic  cancer 
is  itself  determined,  what  does  he  do? 

A.     He  stops  the  treatment. 

Q.  Doctor,  do  you  know  whether  or  not  there 
is  any  manner  in  which  the  general  practitioner 
does  receive  a  constant  flow  of  advice  from  the  spe- 
cialists and  clinics? 

A.  Oh,  yes.  I  should  say  probably  two  or  three 
times  every  month  I  go  to  the  various  county  med- 
ical societies  and  State  medical  societies,  where  we 
have  post-graduate  studies,  to  discuss  recent  ad- 
vances, concerning  my  specialty,  for  instance.  That 
is,  symposiums  on  urological  subjects. 

Q.  Is  that  a  general  practice  throughout  the  pro- 
fession ?  A.     Yes. 
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Q.  As  to  the  male  climacteric,  Doctor,  will  you 
define  what  yon  mean  by  male  climacteric  ? 

A.  The  word  "climacteric"  I  would  say  means 
a  change,  some  change,  that  occurs  from  what  exists 
previously. 

Q.  In  a  female  climacteric,  which  I  believe  is  an 
axicepted  phenomena,  

A.     That  is  right. 

Q.    what  are  the  findings  or  the  principal 

characteristics  %  [220] 

A.  Those  findings  in  the  female  climacteric  are 
very  definite.  The  woman  ceases  to  ovulate.  In 
other  words,  the  ovaries  cease  to  make  ovum  And 
there  are  definite  changes  that  occur  in  the  ovaries. 

Q.    Does  the  production  of  the  estrogens 

A.    It  changes;  diminishes. 

Q.    Does  that  eventually  stop? 

A.  I  can't  answer  that  question  definitely.  I 
am  not  an  authority  on  women's  troubles.  I  w^ould 
say  in  some  instances  I  think  it  does  practically 
cease,  and  it  has  to  be  replaced  by  female  sex  hor- 
mones. 

Q.  If  there  were  a  male  climacteric,  what  would 
be  the  findings  of  such  a  condition? 

A.  Well,  if  there  were  such  a  thing  as  a  male 
menopause  or  male  climacteric,  there  should  be 
similar  changes  occur  in  the  testes,  that  is,  there 
should  be  a  cessation  of  spermatogenesis.  In  other 
words,  the  testes  would  not  produce  spermatozoa, 
but  spermatozoa  is  formed  in  the  man,  in  the  testes 
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of  the  man,  as  long  as  he  lives.   One  of  the  highest 
spermatozoa   counts   I  have   ever   observed   was   a 
billion  which  occurred  in  a  man  70  years  of  age 

Q.  Would  there  be  any  comparable  change  in 
the  production  of  the  male  hormone,  testosterone'? 

A.    Yes;  there  should.    There  should  be  a  drop. 

Mr.  Danielson:     No  further  questions.  [221] 

Recross-Examination 
By  Mr.  Elson: 

Q.  There  was  something  I  wanted  to  ask  you, 
Doctor,  and  I  have  forgotten  it.  I  am  not  going  to 
go  into  the  subject  of  sterility  except  in  this  one 
particular,  because  I  think  that  has  been  covered. 
You  know  of  Dr.  Hans  Lisser  and  Dr.  Robert 
Escamillo  ? 

A.    Yes,  sir 

Q.  I  am  going  to  draw  a  shortcut.  I  don't  think 
Mr.  Danielson  and  Mr.  Neukom  will  make  me  do 
it  the  hard  way.  In  "The  Urology  and  Cutaneous 
Review,"  Volume  46,  page  87,  1944,  they  were  re- 
ported to  have  said,  in  discussing  the  effect  of  testos- 
terone upon  the  production  of  spermatozoa,  and 
I  am  now  reading,  incidentally,  not  from  the  article 
but  from  a  pamphlet  put  out  by  Ciba  entitled  "An- 
drogenic Hypotherapy  in  Male  Gonadism," — the 
text  of  this  says  as  follows,  speaking  of  the  effect 
of  testosterone  propionate  and  methyl  testosterone 
on  the  testes:  *'0n  the  other  hand,  there  have  been 
reported  patients  whose  sperm  counts  increased 
aftor  treatment  to  the  extent  that  successful  im- 
pregnation took  place.   Other  authors  have  pointed 
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out  that  both  number  and  viability  of  the  spermato- 
zoa can  fhictuate  during  the  continued  use  of  andro- 
gens or  that  the  count  is  'of  minor  significance  as 
compared  to  the  enormous  improvement  obtained 
in  all  other  respects'?" 

Would  you  agree  with  that  statement?  [222] 

A.  Those  patients  were  being  treated  for  male 
sex  hormone  deficiency,  were  they? 

Q.     Surely. 

A.     Oh,  certainly,  I  would  agree. 

Q.  Doctor,  in  our  discussion  here  I  have  as- 
sumed in  any  question  in  which  the  subject  was 
relevant  that  we  were  speaking  of  a  condition  that 
resulted  from  a  male  hormone  deficiency  and  noth- 
ing else.  A.    Yes. 

Mr.  Elson:     That  is  all. 

Mr.  Danielson :     That  is  all. 

ELMER  BELT,  M.D. 
called  as  a  witness  by  the  government,  being  first 
duly  sworn,  testified  as  follows: 

The  Clerk:    Your  full  name? 
The  Witness:     Elmer  Belt. 

Direct  Examination 

By  Mr.  Danielson: 

Q.    AYhat  is  your  address,  Dr.  Belt? 
A.     1893  Wilshire  Boulevard  in  Los  Angeles. 
Q.     Of  what  schools  are  you  a  graduate  and  what 
years  and  degrees,  please? 
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A.  University  of  California,  Bachelor's,  Mas- 
ter's and  [223]  Doctor's  degrees;  Bachelors  in  1916, 
Master's  in  1918,  and  Doctor's  in  1920. 

Q.     That  is  M.D.,  Medical  Doctor? 

A.     Yes. 

Q.  And  what  post-graduate  training  have  you 
had.  Doctor? 

A.  I  did  my  urologic  work  with  Dr.  Frank  Hin- 
man  at  the  University  of  California  and  then  I  went 
to  Harvard's  Teaching  Hospital,  the  Dr.  Bent  Brig- 
ham  Hospital  in  Boston,  to  w^ork  under  Harvey 
Cushing  in  brain  surgery. 

Q.  And  you  are  a  member  of  what  medical  or 
scientific  societies,  Doctor,  if  you  will  name  a  few? 

A.  •  The  American  Medical  Association,  of  course ; 
the  American  Urologic  Association;  the  American 
Association  of  Railroad  Surgeons ;  the  International 
Surgical  Association,  and  many  others. 

Q.  Are  you  a  Fellow  of  the  American  College 
of  Surgeons,  Doctor?  A.     Yes,  sir. 

Q.  And  are  you  a  Diplomate  of  the  American 
Board  of  Urology?  A.    Yes. 

Q.  Doctor,  have  you  had  occasion  to  prepare 
and  publish  any  articles,  medical  and  scientific  lit- 
erature? A.     Oh,  yes.   [224] 

Q.     About  how  many,  would  you  estimate? 

A.  Thirty  or  forty,  I  suppose,  but  I  have  taken 
part  in  three  books  as  co-author  and  published  many 
articles. 

Q.  Have  some  of  these  articles  or  published 
books  had  to  do  with  cancer  of  the  prostate? 
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A.  Yes.  Most  of  them  deal  with  the  genito- 
urinary tract. 

Q.  Are  you  recognized  in  any  biographical  en- 
cyclopedia, such  as  Who's  Who? 

A.  Oh,  yes;  I  have  appeared  in  Who's  Who  in 
America  and  Who's  Who  Among  Physicians  and 
Surgeons  and  Who's  Who  in  Person  and  America's 
Young  Men,  several  years  ago. 

Q.  Dr.  Belt,  you  are  connected  with  the  Belt 
Urological  Group,  is  that  correct  ?  A.    Yes. 

Q.  Does  that  group  conduct  any  research  into 
urological  matters'?  A.     Yes. 

Q.     Has  that  research  been  recognized  recently? 

A.  Well,  yes,  sir;  we  got  a  blue  ribbon  for  the 
best  laboratory  research  at  the  last  American  Uro- 
logic  Association  meeting,  which  met  in  Los  Angeles 
last  month. 

Q.  Doctor,  you  are  an  urologist,  is  that  not  cor- 
rect? A.    Yes. 

Q.  How  long  have  you  been  engaged  in  the  prac- 
tice of  [225]  this  specialty?  A.     Since  1922. 

Q.  And  what  parts  of  the  body  are  covered  in 
the  practice  of  urology? 

A.  The  urinary  and  genital  tracts,  the  tracts 
through  which  the  urine  flows  and  through  which 
the  seminal  fluids  flow. 

Q.  Does  that  include  the  prostate  gland  in  a 
male  human?  A.     Yes. 

Q.  In  your  j^ractice,  have  you  had  occasion  to 
diagnose  and  treat  disorders  of  the  prostate  gland? 

A.    Yes. 
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Q.  As  such,  have  you  had  occasion  to  diagnose 
and  treat  carcinoma  of  the  prostate  in  males'? 

A.     Yes. 

Q.  Do  you  have  any  estimate  as  to  the  number 
of  cases  of  that  type  that  you  have  diagnosed  or 
treated  ? 

A.  Oh,  yes;  I  think  I  do.  It  is  a  little  difficult 
to  give  an  accurate  figure  of  that  group  of  cases 
but  I  imagine  I  have  observed  upward  of  a  thousand 
cancers  of  the  prostate  in  men. 

Q.  Doctor,  in  your  practice,  have  you  had  any 
occasion  to  use  or  observe  the  use  of  hormones  f 

A.     Yes.  [226] 

Q.  Particularly  the  male  hormone  and  methyl 
testosterone  ?  A.    Yes. 

Q.  Have  you  personally  seen  or  treated  any  pa- 
tients who  have  had  adverse  or  injurious  results 
from  the  administration  of  the  male  hormone? 

A.    Yes;  I  think  I  have. 

Q.  Could  you  recount  to  the  court  any  specific 
examples  of  this.  Doctor? 

A.  Yes,  your  Honor,  I  have  in  my  care  at  the 
present  time  a  man  48  years  of  age,  a  Doctor  of 
Medicine,  who  is  eminent  in  the  field  of  nose  and 
throat  surgery  in  this  area,  who  began  taking  methyl 
testosterone  because  of  what  he  thought  was  sexual 
depletion,  about  eight  months  ago.  He  took  material 
for  two  months.  When  he  first  noted  difficulty  in 
passing  his  urine,  a  symptom  which  he  had  not  had 
previously,  and  he  continued  to  take  the  material 
and  his  symptoms  continued  to  grow  worse.    He 
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took  it  for  a  period  of  about  four  more  months  and 
then  he  discontinued  it.  But,  with  the  discontinu- 
ance of  the  methyl  testosterone,  his  symptoms  of 
distress  in  urinating  and  difficulty  of  urinating  did 
not  cease,  and  so  finally  he  came  in  to  ask  for  an 
examination  of  his  prostate,  and  he  had  a  definite 
cancer  of  the  prostate,  which  however  was  early 
enough  to  remove  completely,  and  I  removed  it,  and 
the  section  showed  a  very  marked  carcinoma  of  the 
prostate  which  involved  about  two-thirds  of  his 
prostate  gland. 

Q.  (By  Mr.  Danielson)  :  In  your  opinion.  Doc- 
tor, did  the  administration  of  testosterone  in  any 
way  influence  this  particular  cancer  of  the  prostate  ? 

A.  I  think  it  very  likely  did,  very  definitely  in- 
fluenced it.  [228] 

Q.  What  are  your  reasons  for  your  opinion 
there? 

A.  Well,  in  the  first  place,  a  full  blown  cancer  of 
the  prostate  in  a  young  man  is  relatively  rare. 

The  decade  in  which  cancer  of  the  prostate  begins 
to  be  fairly  frequent  is  from  50  to  60.  It  is  much 
more  frequent  in  the  decade  of  between  60  and  70, 
but  a  few  cases  are  described  as  early  as  45. 

Q.  A¥hat  particular  aspects  of  this  carcinoma 
cause  you  to  believe  that  the  testosterone  may  have 
adversely  affected  it? 

A.  He  did  not  have  symptoms  at  all  of  urinary 
tract  distress  until  he  had  taken  this  material  for 
two  months  and  then  he  began  to  have  difficulty  in 
urinating  and  then,  subsequent  urologic  examination 
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showed  that  this  growth  was  in  a  casing  around  the 

tube  through  which  he  had  to  urinate,  so  it  was 

choking  it  down  and  I  think  it  was  because  of  the 

effect. 

Q.  Now,  Doctor,  do  you  have  any  opinion  as  to 
the  normal  incidence  of  carcinoma  of  the  prostate  in 
males,  let  us  say,  50  years  of  age? 

A.  Recognized,  the  clinical  carcinoma  of  the 
prostate  in  males  50  years  of  age  is  relatively  rare. 
I  would  think  that  the  incidence — again  I  find  it 
difficult  to  name  definite  figures  but  what  I  can  say 
is  this :  that  patients  who  come  to  us  with  difficulty 
in  urinating  in  the  50-year  old  group  [229]  of  men, 
cancers  of  the  prostate  would  appear  probably  in 
one  out  of  35  or  40  with  those  who  came  in  with  uri- 
nary distress,  difficulty  in  urinating.  Now,  we  see 
a  very  selected  group  of  patients.  They  come  to 
us  because  they  have  trouble  in  urinating,  but  those 
who  prove  to  have  cancer  of  the  prostate  at  that 
young  age  are  quite  rare. 

Q.  What  would  your  opinion  be  as  to  the  age 
group  of  let  us  say  60  ? 

A.  It  is  more  frequent.  From  60  years  on,  about 
one  case  in  12  who  come  to  us  with  urinary  diffi- 
culty, the  patient  comes  in  and  says,  ''Doctor,  I  am 
getting  up  at  night  to  urinatae  four  or  five  times,  I 
find  it  difficult  to  urinate  in  the  daytime,  it  is  hard  to 
start  my  stream, ' '  that  group  of  symptoms  will  have 
one  in  12  who  will  have  cancer,  while  11  will  have 
what  we  call  benign  adoma  of  the  prostate. 

Q.    What  do  you  mean  by  benign? 
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A.  Benign  means  kindly,  of  course,  and  the 
growth  of  the  prostate  which  is  not  malignant. 

All  cases  of  prostaticism  producing  difficulty  in 
urination  are  not  caused  by  the  same  thing. 
Roughly,  there  are  three  big  cases.  One  is  the  group 
of  inflanmiatory  diseases  of  the  prostate,  which 
simply  causes  the  prostate  to  shrink  and  therefore 
closes  the  tube  for  passing  urine. 

The  other,  benign  adoma  prostate,  which  are  tu- 
mor growths  which  do  not  spread  from  the  locality 
to  other  areas  and  therefore  [230]  are  benign.  They 
may  produce  a  lot  of  trouble  but  they  don't  spread. 

And  the  third,  cancer  of  the  prostate. 

Q.  (By  Mr.  Danielson)  :  Now,  does  the  rate  of 
incidence  of  carcinoma  of  the  prostate  increase  in 
the  next  decade,  let  us  say  in  men  of  the  age  of  70  ? 

A.  It  does,  a  little,  it  increases  a  little  in  the 
next  decade,  but  from  60  to  70  on  or  from  60  on, 
the  figure  of  one  in  12  obtains  pretty  generally. 

Q.  You  have  testified  that  you  have  had  experi- 
ence with  the  use  of  the  male  hormone,  testosterone, 
in  various  patients.  In  your  opinion,  on  the  basis 
of  your  education  and  training,  experience,  research 
and  study,  do  you  have  an  opinion  as  to  whether  the 
use  of  methyl  testosterone  would  accelerate  the 
growth  of  an  incipient  or  early  carcinoma  of  the 
prostate  ? 

A.  Well,  I  think  it  would,  but  I  would  like  to  go 
back  to  that  former  question,  if  I  could,  which  you 
asked  about  the  incidence  of  the  cancer  of  the 
prostate. 
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Q.     Yes. 

A.  And  I  spoke  about  the  clinical  incidence.  By 
clinical  we  mean  the  manifestation  that  the  patient 
can  recognize,  that  shows  symptoms  and  then  the 
doctor  will  find  something  wrong  with  the  instru- 
ments, the  hand,  his  fingers  or  eyes.  [231] 

Q.     That  is  such  as  the  difficulty  in  urinating  ? 

A.  Yes,  sure,  where  the  doctor  puts  a  finger  in 
the  rectum  and  finds  a  limip  or  finds  residual  urine 
and  so  on,  something  that  makes  the  patient  sick 
and  brings  him  to  the  doctor  for  attention. 

But,  now,  when  you  ask  about  the  incidence  of 
prostatic  cancer  in  man,  there  is  another  thing  that 
just  must  be  said,  and  that  is  that  there  is  a  large 
group  of  cases  which  are  not  clinical,  in  which  no 
symptoms  have  been  discerned  by  the  patient  or  by 
the  doctor  in  examing  the  patient,  he  doesn't  even 
uncover  symptoms  that  the  patient  hasn't  noticed, 
or  signs.  But  that  patient  may  have  a  cancer  of 
the  prostate  and  it  may  be  showing  no  trouble  and 
it  may  be  dormant  and  riding  along  and  perhaps  it 
never  would  cause  any  trouble. 

Q.  On  that  same  point,  what  is  the  reason  for 
this  information  you  are  now  giving  us? 

A.  That  comes  out  of  the  pathological  laboratory. 
You  know,  every  doctor  who  has  his  eyes  on  his 
work  and  really  wants  to  learn  all  he  can  about  it 
asks  for  a  post-mortem  examination  of  every  patient 
who  dies  under  his  care.  Now,  he  may  get  a  lot  of 
rebuffs,  but  most  people  are  understanding  and  al- 
low that  kind  of  thing  and  in  general  that  causes 
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the  accumulation  of  a  body  of  knowledge  which  is 
helpful  to  all  of  us  and  in  this  particular  problem 
it  is  particularly  helpful.  [232] 

Now,  we  have  made  observations  on  that  point 
which  affect  us  all.  Dr.  Moore  at  Johns  Hopkins, 
his  was  the  first  series  of  observations,  and  Dr. 
Moore  formed  the  habit  of  taking  men  from  40 
years  on  and  carefully  slicing  the  prostates  thin, 
so  thin  that  they  were  almost  transparent  little 
slices  and  then  laying  them  over  a  sheet  of  opales- 
cent glass  and  picking  out  the  area  where  the  cells 
seemed  to  be  growing  and  make  a  microscopic  exam- 
ination of  those  areas,  and  Dr.  Moore  was  actually 
able  to  see  that  in  one  patient  out  of  three,  from 
50  years  on,  there  were  little  clumps  of  cells  which 
were  definitely  cancerous  in  those  patients,  and  what 
the  future  history  of  that  patient  would  have  been 
if  he  had  lived,  no  one  knows.  But,  at  any  rate, 
here  were  these  clumps  of  cells  that  showed  micro- 
scopically, and  they  showed  there  with  ever  increas- 
ing frequency  as  the  age  went  on  tow^ards  70  and 
80,  and  so  on. 

Q.    What  do  you  call  these  little  clumps  of  cells  ? 

A.  Nidus  nodules  or  beginning  areas  of  cancer 
growth.  Now,  that  is  the  difference  between  a  lab- 
oratory research  project  and  a  clinical  research. 
Now,  clinically,  we  can  take  a  case  of  an  ordinary 
practitioner  to  whom  a  patient  goes  just  simply  be- 
cause he  wants  a  general  physical  examination  as  a 
routine  matter.     That  man  is  obligated  to  put  his 
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finger  in  the  rectum  of  the  male  and  carefully  feel 
the  prostate.  [233]  Now,  he  cannot  feel  all  of  these 
areas,  because  it  would  take  a  microscope  to  discern 
them,  but  he  can  feel  them  as  they  begin  to  become 
dangerous  and  become  together  in  large  enough 
groujDS  to  see  that  there  is  a  difference  in  tissue, 
that  he  can  feel  with  his  fingertip,  and  that  is  when 
it  becomes  clinical. 

Q.  Now,  you  say  your  personal  research  has  con- 
firmed this  same  phenomena,  is  that  correct? 

A.  Yes,  my  personal  observations.  It  is  not 
hardly  called  research.  In  a  way  it  is,  I  guess,  but 
for  all  the  years  I  have  been  in  practice  I  have 
always  carried  out  autopsies  wherever  I  could  and 
examined  the  tissues  myself,  personally,  in  the 
company  with  the  pathologist  whose  profession  it  is, 
of  course.  But  we  have  confirmed  that  relationship 
that  Dr.  Moore  has  shown,  by  our  own  personal 
observations.  Many  men  have  it.  Once,  Dr.  Moore 
showed  it  to  us. 

Q.  And  this  has  been  confirmed  many  times  since 
then,  is  that  correct  ?  A.     Oh,  yes. 

Q.  On  the  basis,  again,  of  your  training,  educa- 
tion, study  and  research  and  knowledge  of  prostatic 
conditions,  is  it  your  opinion  that  these  little  nidus 
or  little  chimps  of  cells  could,  under  proper  environ- 
ment, develop  into  a  carcinoma  of  the  pros- 
tate? [234] 

A.  Oh,  yes.  That  is  the  whole  significance  of 
this  work. 

Q.     In  addition  to  the  case  that  you  have  just 
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mentioned  about  the  doctor  who  was  presently  under 
your  care,  have  you  seen  any — are  you  aware  of  any 
other  instances  in  which  the  administration  of 
methyl  testosterone  has  accelerated  the  growth  or 
spread  of  a  prostatic  cancer? 

A.  Well,  not  methyl  testosterone,  but  testosterone 
propionate.  Actually,  I  guess  the  purpose  of  this 
inquiry — there  isn't  enough  difference  to  make  it 
worth  while,  but  you  said  methyl  testosterone? 

Q.     That  is  correct. 

A.  And  I  saw  a  case  in  which  I  am  sure  that 
the  androgen  which  was  administered,  which  was 
testosterone  propionate,  certainly  caused  a  very 
great  increase  in  prostatic  cancer  over  what  it 
would  have  been  without  it,  without  the  administra- 
tion of  this  material. 

Now,  this  patient  was  a  man  of  57  who  was  taken 
sick,  as  far  as  he  was  concerned  his  first  evidence 
of  trouble  was  in  October  of  1940,  and  he  went  to 
his  doctor  in  San  Francisco  in  October  of  1940,  who 
made  an  examination  and  found  a  carcinoma  of  the 
prostate. 

Now,  the  patient  was  run  down  and  sick  looking 
and  felt  desperate  and  in  addition  to  his  urinary 
complaints,  and  so,  the  doctor  gave  him  testosterone 
jjropionate  in  the  hope  that  [235]  it  would  build  him 
up  and  continued  to  give  him  testosterone  propionate 
by  injection  in  the  muscles,  twice  a  week. 

And  the  patient  came  to  Los  Angeles  in  Septem- 
ber of  1941,  eleven  months  after  this  kind  of  treat- 
ment had  been  started,  and  he  came  to  us,  and  Dr. 
Huggins  work,  which  showed  the  very  definite  rela- 
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tionship  between  carcinoma  of  the  prostate  and  the 
androgens  as  an  increaser  of  cancer  of  the  prostate, 
and  the  estrogens  as  a  depresser  of  cancer  of  the 
prostate,  had  come  out  in  April  of  1941  and  I  was 
familiar  with  that  work.  And  so  I  took  this  old 
gentleman  off  of  testosterone  propionate  and  sub- 
stituted the  estrogens,  the  female  hormone,  and  he 
felt  a  little  better,  but  he  went  on  to  his  death  and 
when  he  died — and  the  reason  why  I  think  that  the 
androgen  that  was  given  to  him  produced  a  remark- 
able effect  is  because  when  he  died,  our  post-mortem 
examination  showed  an  extent  of  metastasis  which  is 
beyond  anything  I  have  ever  seen,  and  we  have 
shown  the  pictures  to  many  physicians  and  no  one 
has  ever  seen  a  case  of  a  cancer  of  the  prostate 
which  was  so  extensive  in  its  spread  as  this  particu- 
lar patient's,  who  had  the  androgen  testosterone 
propionate  administered  to  him  for  a  year. 

Q.  You  say  you  have  had  pictures  made  of  that 
development?  A.     Yes,  I  brought  them  along. 

Q.  Would  it  assist  you  in  explaining  it  for  us 
by  showing  [236]  those  pictures.  Doctor? 

A.    Yes,  I  think  it  would. 

Mr.  Danielson:  With  the  permission  of  the 
court,  could  we  have  this  slide  shown? 

Will  you  step  down,  Doctor,  and  there  is  a  pointer 
you  will  be  able  to  use. 

The  Witness:  Well,  I  have  several  slides  here 
which  I  think  will  clarify  the  subject,  if  the  court 
wishes. 
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The  Court:     Go  right  ahead. 

The  Witness :  The  prostate  is  the  size  and  shape 
of  a  chestnut  in  a  normal  fellow,  and  if  you  take 
a  chestnut  and  bore  a  hole  from  the  base  of  the 
chestnut  through  to  the  apex,  you  would  have  the 
urinary  passage  through  which  the  urine  flows. 
This  spreads  itself  on  the  back  of  the  bladder  and 
this  prostate  is  on  the  bottom  of  the  bladder.  "J^he 
bladder  would  be  here  (indicating  on  slide). 

Our  urine  flows  from  the  bladder  through  the 
prostate,  to  emerge  through  this  urethra,  and  any- 
thing that  increases  the  bulk  of  the  prostate  takes 
its  toll  of  interfering  with  freedom  of  urination, 
by  pressing  on  that  canal  that  runs  through  that 
prostate.  Now,  benign  nidus  do  that  and  so  do 
cancers. 

The  cancer  nodule  may  be  very  advanced  before 
it  actually  begins  to  exert  pressure  on  this  canal  and 
the  virtue  of  a  rectal  examination  frequently  in  man 
of  the  cancer  age,  from  [237]  45  on,  the  virtue  of 
frequent  rectal  examinations  is  that  a  small  nodule 
like  that,  before  it  is  exerting  any  pressure  on  the 
canal  and  producing  symptoms,  can  be  picked  up. 
If  you  find  a  little  nodule  like  that,  or  two  or  three 
nodules  or  a  single  nodule  with  the  general  firmness 
of  the  gland,  we  can  we  can  take  that  out  surgically 
with  a  very  good  chance  of  complete  recovery  of 
the  patient  and  a  disappearance  of  his  cancer  so 
that  he  won't  have  any  trouble  again.  And  it  was 
this  kind  of  a  thing  that  we  found  in  our  doctor  that 
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I  have  told  you  about,  and  I  hope  that  we  have 

cured  him. 

But  when  the  cancer  advances  into  these  lymph 
nodes  around  these  things  which  are  seminal  vesicles 
or  spreads  into  the  bony  structure  of  the  patient, 
then  we  don't  save  him  by  any  operation. 

Now,  this  is  the  kind  of  a  thing,  the  way  a  pros- 
tate looks  after  you  get  it  all  out.  Here  (indicating) 
was  the  uretha  at  the  apex  of  the  prostate.  That 
is  upside  down.  It  is  what  I  saw  in  that  doctor, 
but  it  is  the  way  it  appears  as  you  are  working 
on  the  patient,  and  here  is  the  seminal  vesicle  and 
here  is  the  ampulla. 

This  was  his  little  cancer  nodule,  and  these  were 
cancer  nodules,  too. 

That  patient  made  a  complete  recovery. 

Here  is  the  old  gentleman  that  I  spoke  of — well, 
a  57-year  old  patient,  he  is  not  so  old  except  in  the 
fact  that  he  [238]  was  so  near  death.  His  cancer  of 
the  prostate  had  extended  in  this  peculiar  way,  and 
it  involved  all  of  his  prostate  and  then  it  had  ex- 
tended in  a  carus  or  casing,  clear  around  the  rectum, 
which  I  have  never  seen  happen  in  any  other  pa- 
tient. 

This  is  the  rectal  outlet  here,  and  there  it  has 
gone  clear  around,  the  rectum  making  sort  of  a 
sleeve,  with  cancer  tissue  around  it  and  then  invad- 
ing the  urethro-perineal  tissues,  that  is  to  say, 
behind  the  whole  back  of  the  man,  behind  the  peri- 
toneum uf)  into  his  liver  and  surrounding  his 
intestines,  and  that  is  the  liver  we  see  there  throu2^h 
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the  opening  on  the  bottom  and  will  turn  that  liver 
up   out  of  there,   and  you   see   these   tremendous 
masses  of  cancerous  tissue  throughout  that  specimen. 

And  lifting  the  liver  out  and  putting  it  in  a  big 
basin,  the  size  of  the  liver  is  seen  to  be  five  times 
the  normal  liver  size. 

And  when  you  cut  that  liver  in  two,  you  can  see 
that  it  is  just  completely  replaced  by  these  great 
cancer  nodules. 

Now,  it  is  not  infrequent  for  cancer  to  extend  into 
the  liver,  but  to  occur  completely  in  that  way  and 
to  throw  so  many  metastasis  throughout  this  elderly 
man's  body  is  the  unusual  thing. 

You  see,  that  is  almost  a  complete  replacement  of 
that  vital  organ  with  cancerous  growth,  and  the 
very  magnitude  of  [239]  the  growth  is  the  thing  that 
makes  me  feel  that  the  androgen  administered  to 
him  was  in  such  magnitude,  because  of  the  two 
things  taken  together,  a  case  in  which  testosterone 
w^as  administered  for  a  course  of  a  year,  which 
also  showed  more  metastasis  than  anyone  in  this 
area  had  ever  seen  from  this  disease — now,  this  lit- 
tle chart.  In  a  way,  I  really  ought  to  leave  this  for 
Charlie  Huggins,  but  perhaps  I  can  clarify  what 
he  is  going  to  say  to  you,  by  telling  you  of  his  work. 
He  might  be  too  modest. 

Dr.  Huggins  has  taken  two  immature  prostate(s 
in  dogs  and  has  given  them  injections  of  testosterone 
propionate.  These  were  little  puppies,  and  the  zig- 
zag rising  curve  here  shows  that  in  a  period  of  six 
days,  on  10  milligrams  of  testosterone  propionate 
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daily,  these  prostates  came  to  rapid  maturity,  the 
puppies  had  adult  prostates  at  the  end  of  that  six- 
day  period. 

Now,  the  opposite  effect  is  shown  here  on  the 
volume  of  the  seminal  fluid,  in  the  giving  of  the 
female  hormone  estradiol  benzoate. 

Here  is  a  fullblown  male  dog,  with  lots  of  sexual 
pep  and  vigor,  and  the  dose  of  female  hormones  be- 
gun to  shut  off  that  progress  of  seminal  fluid,  drops 
down  nearly  to  zero  and  since  then,  when  the  female 
hormone  is  stopi)ed,  bang,  up  goes  the  activity  of 
the  prostate  and  seminal  vesicles  again,  showing  the 
tremendous  depressing  effect  of  the  female  [240] 
hormone  on  the  dogs'  prosfate,  seminal  fluid  and 
prostate. 

And  this  is  the  same  sort  of  a  grouping  in  an- 
other case.  Dr.  Huggins  has  done  that  again  and 
again.  This  was  a  very  interesting  corrolary  of  that 
same  thing. 

Here  is  a  bilateral  orchectomy.  He  took  off  both 
testicles  from  this  dog,  and  the  dog  immediately 
drops  in  all  activity,  of  both  prostate  and  seminal 
vesicles,  they  just  shriveled  up  and  quit. 

Then  he  began  injections  of  25  milligrams  a  day 
of  testosterone  propionate  and  immediately  the  dog's 
prostate  makes  a  recovery  back  toward  normal. 
And  the  minute  he  stops  giving  that  material  in 
the  ordinary  sized  dog,  the  prostate  shrivels  up 
again  and  goes  back  to  nothing. 

Now,  here  is  a  very  interesting  experiment  which 
combines  two  things.     The  dog  is  castrated  and  he 
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drops  to  nothing  so  far  as  his  prostate  secretion  is 
concerned.    He  is  given  testosterone  propionate  in 
10  milligrams  daily  amounts  and  he  starts  on  his 
upward  climb  toward  normal. 

Then,  in  addition  to  this  testosterone  propionate, 
he  is  given  stillbestrol  in  a  very  small  amount,  2/100 
of  a  milligram,  and  it  doesn't  do  anything  for  that 
that  can  be  seen  on  the  chart. 

Then  he  gives  a  tenth  of  a  milligram  and  he  gets 
a  pause.  Then  he  gives  2/10  of  a  milligram  and 
the  rise  levels  off.  [241] 

So,  2/10  of  a  milligram  of  stillbestrol  daily  just 
about  neutralizes  10  milligrams  of  testosterone  pro- 
pionate daily.  The  two  things  are  chemical  anti- 
todes. 

Then  he  gives  4/10  of  a  milligram  and  the  curve 
begins  to  go  downward,  the  curve  of  testicular  ac- 
tivity of  the  prostatic  activity  and  then  he  gives 
6/10,  and  the  curve  of  prostate  activity  goes  clear 
down  to  zero  again. 

The  point  of  it  is  that  6/10  of  a  milligram  of  still- 
bestrol a  day  counteracts  completely  6/10  milligrams 
of  testosterone  propionate,  and  the  experiment 
shows  that  the  two  are  physiological  opposites. 

About  the  time  that  Dr.  Huggins  had  made  these 
observations  work  came  out  to  show  that  acid 
phosphatase,  one  of  the  enzymes  in  the  human  body, 
that  the  body  became  flooded  with  this  acid  phos- 
phase  in  cancer  of  the  prostate,  in  advanced 
cases  of  cancer  of  the  prostate  the  patients  had  a 
large  amount  of  this  acid  phosphatase.    Dr.  Huggins 
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knew  that  acid  phosphatase  was  made  in  the  pros- 
tate, and  he  felt,  then,  that  this  would  be  a  good 
criterion  to  show  if  stillbestrol  would  cause  a  dele- 
terious action  on  cancer  of  the  prostate,  make  the 
patient  better. 

So,  he  examined  some  of  the  nodules  of  metastaic 
cancer  in  distant  places,  and  found  that  thev  were 
parts  of  these  acetate  phosphates. 

Now,  when  he  gave  stillbestrol  as  a  result  of  this 
observation  [242]  to  cancer  of  the  prostate  patients, 
the  acetate  phosphatase  dropped  away  down  here 
to  zero  and  with  a  corresponding  increase  in  well 
being  on  the  part  of  the  patient  and  correspond- 
ingly, when  he  took  off  both  testicles  and  prevented 
the  patient  from  being  flooded  with  his  own  testos- 
terone, the  acid  phosphatase  again  dropped  to 
normal. 

Now,  these  patients  improved  in  direct  cor- 
respondence to  the  dosage  of  stillbestrol  that  they 
were  getting. 

This  complicated  looking  curve  simply  shows 
case  observations  and  shows  that  in  a  grouping, 
it  happened  to  be  85  patients  in  this  total  group  with 
cancer  of  the  prostate,  when  treated  with  still  bes- 
trol,  they  all  suffered  a  gain  in  weight,  they  all 
suffered  a  rise  in  their  red  cell  count  and  haemo- 
globin and  all  underwent  a  correspondingly  great 
increase  in  well  being. 

Now,  this  work  of  Dr.  Huggins  has  shown  us 
definitely  that  testosterone  propionate,  that  is  the 
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male  hormone  which  the  male  makes  in  the  na- 
tural course  of  his  ordinary  existence,  is  a  stimu- 
lating factor  for  carcinoma  of  the  prostate  and  helps 
carcinoma  to  become  widespread  and  probably  to 
form  and  to  keep  going,  and  that,  on  the  other  hand, 
if  this  testosterone  propionate  is  stopped  either  by 
neutralizing  it  with  stillbestrol  or  by  removing  the 
source,  by  taking  off  the  testicles,  that  for  a  time 
the  patient  goes  into  a  sort  of  well  being  which  was 
unprecendented  in  our  knowledge  [243]  of  cancer 
prior  to  this  work.  We  had  never  seen  anything 
like  this. 

Of  course,  unfortunately  the  body,  like  it  does  to 
all  things,  adjusts  itself  to  these  differences  and  in 
time  the  patient  is  again  swamped  with  this  cancer 
and  goes  to  his  death. 

Although  there  are  on  record  cases  which  have 
gone  along  since  1940,  now,  without  any  evidence 
of  cancer,  after  the  cancer  has  once  been  overcome 
by  stillbestrol  or  by  abolition  of  the  testicles  or  by 
both,  taken  together.  There  was  an  ever-increasing 
number  of  such  cases  which  have  been  apparently 
cured,  although  no  doctor  speaks  of  cancer  as  being 
cured.  We  know  too  well  that  even  after  25  years, 
a  cancer  which  has  apparently  been  cured  and  for- 
gotten, suddenly  blossoms  out  and  overwhelms  the 
patient. 

There  are  many  more  things  about  this  that  are 
unknown,  than  are  known. 

Q.  (By  Mr.  Danielson)  :  Now,  Doctor,  in  the 
case  of  these  small  clumps  of  colls  that  you  men- 
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tioned  that  are  determined  by  pathological  examina- 
tion of  the  prostate  or  by  laboratory  examination  of 
the  prostate,  you  say  on  the  basis  of  your  opinion, 
would  testosterone  administered  to  such  a  joerson 
affect  the  growth  or  development  of  these  clumjjs 
of  cells? 

A.  I  believe  that  it  would  hurry  it,  yes,  [244] 
probably  light  it  up  and  cause  it  to  become  active 
instead  of  dormant. 

Q.  Now,  specifically,  do  you  have  an  opinion  as 
to  whether  testosterone  in  the  form  of  25  milligram 
tablets,  methyl  testosterone  administered  one  tablet 
daily  for  an  indefinite  period  of  time — could  that 
have  such  an  effect,  in  your  opinion? 

A.     I  think  it  well  could. 

Q.  Would  10  milligram  tablets  of  methyl  testos- 
terone, again  administered  one  daily  for  an  indefi- 
nite time,  or  three  daily  for  10  days,  followed  by 
one  daily  for  an  indefinite  time,  have  such  an  effect, 
in  your  opinion? 

A.  Yes,  I  think  this  substance  is  dangerous  in 
that  respect,  that  it  could  aggravate  a  carcinoma  of 
the  prostate  or  bring  it  from  a  dormant  state  into 
active  state  and  destroy  the  patient. 

Q.  Are  you  familiar  with  methyl  testosterone  in 
the  form  of  linguets,  Doctor? 

A.     Yes,  indeed. 

Q.  In  your  opinion,  could  linguets  containing 
five  milligrams  of  methyl  testosterone,  each,  admin- 
istered at  the  rate  of  three  to  four  linguets  per  day, 
for  an  indefinite  time,  have  such  an  effect? 
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A.    Yes. 

Q.  Doctor,  in  your  opinion,  is  there  any  differ- 
ence in  the  therapeutic  effect  of  testosterone  in  its 
different  forms'?  [245]  By  that  I  mean  methyl 
testosterone,  testosterone  propionate  and  so  forth? 

A.  Yes,  there  is  a  little  difference  in  their  thera- 
peutic forms,  in  their  action. 

Q.     Could  you  elaborate  on  that,  please  ? 

A.  Oh,  it  is  pretty  difficult  to  say  definitely  what 
the  difference  is.  Testosterone  propionate  tends  to 
be  held  by  the  tissues  a  little  better  than  methyl 
testosterone,  a  larger  proportion  of  the  methyl  tes- 
tosterone appears  in  the  urine  and  is  thrown  out, 
but  I  think  that  the  body  metabolizes  both  of  these 
substances  into  the  same  thing,  in  its  use,  with  time, 
and  that  one  is  a  little  bit  more  wasteful  than  the 
other,  and  that  is  the  only  difference. 

Q.  Well,  as  the  body  uses  these  two  drugs,  how- 
ever, is  the  use  the  same  *? 

A.  Yes,  the  body  converts  them  into  the  same 
thing. 

Q.  Now,  Doctor,  you  have  mentioned  that  you 
have  used  methyl  testosterone  or  testosterone  in 
some  of  your  treatment.  Are  there  any  instances 
that  you  know  in  which  methyl  testosterone  or  tes- 
tosterone can  have  a  good  effect  ? 

A.  There  are  many  instances  in  which  it  is  a 
drug  which  is  very  valuable. 

Q.  What  precautions,  if  any,  are  necessary  prior 
to  such  use? 
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A.  We  have  several  tests  for  the  presence  of 
cancer  and  [246]  they  should  be  applied,  cancer  of 
the  prostate  I  am  speaking  of  now.  One  is  the 
digital  examination  that  I  have  tried  to  make  clear. 

Another  is  the  level  of  acid  phosphatases  in  the 
bloodstream  which  I  mentioned.  And  then  there 
are  tw^o  other  tests  which  are  very  recent,  one  a 
test  of  the  proteins  of  the  blood  which  shows  the 
presence  of  the  cancer  or  the  absence  of  it,  which  is 
useable  before  any  other  clinical  test  can  show  the 
presence  of  cancer,  that  should  be  applied.  And  still 
another  test,  which  is  also  a  protein,  a  blood  protein 
test. 

Q.  You  feel  that  such  precautions  are  a  pre- 
requisite to  any  testosterone  therapy  then,  is  that 
correct  % 

A.  That  is  right,  except  in  groups  where  cancer 
of  the  prostate  is  not  liable  to  occur  and  by  that  I 
mean  the  cases  in  which  testosterone  is  particularly 
valuable,  or  the  groups  of  young  individuals  who 
show  a  definite  endocrine  deficiency  in  regard  to 
testosterone  and  who  need  the  substance  in  the 
normal  process  of  their  growth  and  development. 

Q.  How  is  it  possible  to  determine  whether  or 
not  there  is  such  an  endocrine  deficiency'? 

A.  There  is  a  clinical  method,  observation  of 
the  patient.  You  would  recognize  an  endocrine  de- 
ficient person  if  he  sat  here,  possibly,  if  you  were 
familiar  with  it,  through  his  changes  in  his  growth 
and  certain  texture  of  the  [247]  skin  and  so  on. 
That  would  be  the  clinical  type  of  thing. 
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Then,  there  is  the  laboratory  work.  We  have 
what  we  call  the  17  ketosteroids,  which  appear  in 
the  urine  in  certain  quantities  and  the  amount  there 
can  be  measured,  and  if  they  are  measurably  low, 
it  means  that  a  deficiency  exists  in  the  hormone- 
l^roducing  structures  of  the  body. 

Q.  It  is  easily  or  relatively  easily  recognized 
in  groups  such  as  the  first — I  am  referring  now  to 
the  eunuchs  and  eunuchoid  groups'? 

A.  That  is  right.  During  the  w^ar,  the  last  war, 
we  had  a  large  group  of  fellows  who  lost  their  testi- 
cles from  land  mines.  On  land  mines  they  stubbed 
their  toe  against  them  and  the  thing  explodes,  and 
on  the  upward  explosion  it  carries  off  their  testi- 
cles because  they  are  projecting  just  a  few  milli- 
meters beyond  the  level  of  the  thighs,  and  they  are 
ripped  off,  and  those  boys  have  to  have  this  help, 
and  testosterone  linguets,  testosterone  propionate, 
of  course,  are  just  invaluable  remedies.  They  bring 
this  lad,  who  had  been  pale  and  lethargic  and  dis- 
interested and  useless  into  active  life  so  that  he  can- 
not be  discerned  from  anyone  else. 

Q.  In  a  person  who  is  apparently  normal  physi- 
cally, who  has  all  of  the  apparent  physical  parts  of 
his  body,  what  examination  would  be  necessary  to 
determine  whether  there  is  such  an  endocrine  de- 
ficiency? [248] 

A.  WeU,  the  17  ketosteroids  might  show  it,  the 
application  of  that  test.  The  principle  of  that  is 
everyone  produces  more  and  much  more  testos- 
terone propionate  than  he  needs,  at  any  given  age 
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of  his  life.  The  testicles  overwork.  So  do  the 
ovaries,  for  that  matter.  And  an  amount  of  this 
material,  testosterone  propionate,  on  the  one  hand, 
and  estrogenic  substances  on  the  other  in  the  female, 
is  thrown  out  in  the  urine  constantly  and  that  is 
measurable,  it  is  recoverable,  and  you  can  see  the 
extent  to  which  that  loss  of  substance  occurs  and  in 
that  way  you  can  measure  whether  or  not  the 
testicles  are  producing  the  normally  expected  over- 
flow of  this  material. 

Q.  Now,  those  examinations  you  have  just  men- 
tioned, do  they  require  special  training,  Doctor"? 

A.     Oh,  yes,  they  do. 

Q.  Are  there  any  subjective  symptoms  of  this 
male  hormone  deficiency  which  a  layman  could  rec- 
ognize and  accurately  use  to  diagnose  such  a  condi- 
tion ? 

A.  Oh,  gosh,  I  wouldn't  think  a  layman  could 
know.  He  might  confuse  almost  anything  with  loss 
of  what  he  thought  was  his  normal  quantity  of 
honnones.  If  he  just  began  to  feel  tired  and  run 
down  or  if  his  tennis  arm  was  not  satisfactory,  or 
if  he  made  too  many  strokes  in  his  game  of  golf,  he 
might  decide  that  he  was  passing  into  the  climac- 
teric and  therefore  should  take  a  few  testosterone 
linguets.  [249] 

Q.  Doctor,  in  your  experience,  has  such  been 
the  case  ? 

A.  Oh,  yes.  We  are  taking  people  off  of  this 
stuff  all  the  time. 
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Q.  And  what,  as  the  result  of  your  studies,  has 
caused  them  to  start  using  this  preparation"? 

A.  They  read  in  the  newspapers  they  must.  We 
have  a  gullible  American  public. 

Mr.  Danielson:     No  further  questions.    You  may 

cross  examine. 

*     *     * 

The  Court:  I  want  to  get  one  thing  clear.  I 
have  got  to  analyze  this  thing  the  best  that  I  can 
as  we  go  along.  I  don't  know  w^hat  the  cross-exam- 
ination may  develoi^.  But  at  this  stage  I  would  like 
to  know  this,  as  your  opinion,  you  understand.  Sup- 
posing after  a  careful  examination  of  a  subject,  no 
nodules  or  other  indications  or  other  incipient  can- 
cer are  found.  Do  you  think  it  would  still  be 
dangerous  or  conducive  to  the  development  of  can- 
cer in  the  prostate  to  take  this  hormone,  testos- 
terone? [251] 

The  Witness :     Yes ;  actually,  it  would. 

The  Court:  Then,  tell  me  for  what  reason  and 
upon  what  you  base  your  opinion. 

The  Witness:  Because  you  can't  feel  all  the 
areas  that  might  be  involved. 

The  Court:  You  mentioned  some  other  test  in 
addition  to  the  digital  test. 

The  Witness:  Yes.  If  the  protein  test  was 
made,  it  would  be  less  likely  to  cause  trouble,  but 
even  this  giving  should  be  all  controlled  by  relative 
frequent  examinations.  I  think,  if  testosterone  pro- 
pionate is  used  in  an  individual  in  the  cancer 
group,  he  should  have  the  benefit  of  these  tests 
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which  are  necessary  to  show  the  presence  of  early 

cancer,   frequently,   at  least  twice   a  month,   as  a 

control. 

The  Court:  In  your  judgment,  what  would  be 
the  effect  on  the  patient  by  reason  of  the  adminis- 
tration of  this  hormone,  in  the  dosages  that  have 
been  mentioned  here,  25  milligrams  daily,  and  then 
perhaps  tapering  it  off  after  the  first  week  and  so 
on,  and  running  for  a  period  of  two  or  three  months  ? 
What,  in  your  opinion,  would  be  the  effect  on  the 
patient?  Would  it  have  a  deleterious  effect  and,  if 
so,  why? 

The  Witness:  It  could  be  a  deleterious  effect 
through  stimulating  a  cancer  which  w^as  latent  or 
dormant. 

The  Court:  Supposing  no  cancer  came  into  the 
picture. 

The  Witness:  It  need  not  necessarily  be  dele- 
terious then.  [252] 

The  Court :  Would  it  be  beneficial  or  stimulating 
or  rejuvenating  or  invigorating? 

The  Witness:  There  are  a  few  special  cases  in 
which  testosterone  propionate  is  stimulating  and  of 
value  over  short  periods  of  time,  and  that  applies 
to  methyl  testosterone  taken  by  mouth,  too.  What 
I  am  pleading  for  in  this  case  is  that  it  be  ade- 
quately controlled,  with  careful  observations,  in  or- 
der not  to  run  the  patient  into  danger,  because  the 
good  advantage  this  material  does  is  out  of  all 
proportion  in  relation  to  its  harm.    The  amount  of 
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I)otential  harm  it  has  is  much  more  than  the  good 

it  can  do  if  used  unbridled.  [253] 


CHARLES  HUGGINS,  M.D. 

called  as  a  witness  by  the  government,  being  first 
duly  sworn,  testified  as  follows : 

Direct  Examination 
By  Mr.  Danielson : 

The  Clerk:     Your  full  name? 

A.     Charles  Huggins. 

Q.  (By  Mr.  Danielson)  :  What  is  your  address 
and  present  occupation,  Doctor? 

A.  My  address  is  University  of  Chicago,  Chicago, 
Illinois,  and  my  present  occupation  is  Professor  of 
Urology  at  the  University  of  Chicago. 

Q.  Of  what  schools  are  you  a  graduate,  giving 
the  years  and  degrees,  please? 

A.  I  am  a  graduate  of  Acadia  University  in 
Canada,  Bachelor  of  Arts,  1920,  a  graduate  of  Har- 
vard Medical  School  of  1924,  Doctor  of  Medicine ;  I 
have  honorary  degree  of  Doctor  of  Science,  of 
Acadia  University,  1956 ;  I  have  an  honorary  degree, 
a  Master  of  Science  from  Yale  University,  1947. 

Q.  What  post-graduate  training  have  you  had. 
Doctor? 

A.  Well,  I  have  had  three  years  of  training  in 
surgery  at  the  University  of  Michigan,  1924  to 
1927. 
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Q.  Are  you  a  member  of  any  medical  or  scientilic 
societies  ? 

A.  I  am  a  member  of  the  National  Academy  of 
Science,  member  of  a  number  of  professional  so- 
cieties, for  example  the  American  Urology  Associa- 
tion, the  American  Association  of  Genito-Urinary 
Surgeons;  American  Medical  Association. 

Q.  Yes.  Those  are  representative  societies,  is 
that  correct  ?  There  are  others  ? 

A.  Well,  let  us  put  in  the  American  Association 
for  Cancer  Research. 

Q.  Do  you  now  or  have  you  had  any  hospital 
appointments,  Doctor? 

A.  I  am  the  head  of  the  urology  department  at 
the  hospital  of  the  University  of  Chicago  and  have 
been  so  for  20  years. 

Q.  And  you  do  hold  a  teaching  appointment  at 
the  present,  at  the  University  of  Chicago? 

A.     That  is  correct. 

Q.  Have  you  held  any  other  teaching  appoint- 
ments ? 

A.  I  have  been  instructor  in  surgery  at  the  uni- 
versity of  Michigan. 

Q.  Have  you  ever  practiced  medicine,  [257] 
Doctor  ? 

A.     I  practiced  medicine  since  1924. 

Q.     And  what  is  your  specialty,  if  any  ? 

A.     I  profess  to  practice  and  teach  urology. 

Q.  Have  you  written  or  published  any  articles 
on  medical  or  scientific  subjects? 
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A.  I  have  published  approximately  150  papers 
on  urological  and  scientific  subjects. 

Q.  Has  any  of  them  related  to  the  use  or  func- 
tion of  the  male  hormone? 

A.  Since  1938,  our  work  has  been  almost  exclu- 
sively related  to  the  male  hormone  and  its  action 
in  normal  and  cancerous  individuals. 

Q.  Has  some  of  these  papers  from  this  research 
related  to  the  function  or  effect  of  the  male  hormone 
upon  prostatic  cancers'? 

A.  TTe  have  published  about  20  papers  in  this 
field. 

Q.  Doctor,  have  you  had  any  personal  recogni- 
tion for  your  work  in  this  field  ? 

A.  I  have  had  the  honor  of  being  awarded  sev- 
eral prizes  by  national  scientific  bodies,  for  this 
work. 

Q.    Would  you  name  a  few  of  these,  please  ? 

A.  Well,  in  1942,  I  was  awarded  the  Judd  prize 
by  the  Memorial  Hospital  for  treatment  of  cancer 
in  New  York  City.   This  was  a  prize  of  $1,000. 

Q.  Have  there  been  some  other  such  recogni- 
tions, [258]  Doctor? 

A.  In  1943  I  received  a  Mayer  award  of  the 
National  Academy  of  Sciences,  for  what  they  con- 
sidered the  most  significant  work  in  cancer  in  the 
previous  five  years. 

Q.     Have  there  been  any  others? 

A.  In  1948  I  received  an  award  of  $1,000  from 
the  American  Urological  Association  for  what  they 
called  outstanding  research  in  the  function  of  the 
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male  genital  tract;  and  in  1948  I  received  a  sep- 
tenial  prize  of  $3,500  from  the  American  Academy 
for  Arts  and  Sciences  in  Boston,  Massachusetts, 
given  for  what  they  call  outstanding  contributions 
to  the  treatment  of  men  with  difficulties  in  the 
genito-urinary  field. 

Q.  Have  there  been  any  other  such  recognitions 
or  prizes  or  awards,  Doctor  *? 

A.     I  think  this  is  perhaps  enough,  sir. 

Q.     Thank  you  very  much. 

You  are  familiar,  are  you,  Doctor,  with  the  effects 
of  the  male  hormone  on  the  human  body  *? 

A.    Yes. 

Q.  Are  you  familiar  with  the  effect  of  the  male 
hormone  testosterone  on  males  in  their  late  forties 
or  in  their  middle  age  ? 

A.  We  have  studied  males  of  many  ages,  young 
and  old,  both  human  and  animal,  and  I  think  I  have 
a  reasonable  familiarity  [259]  with  men  in  their 
late  forties  as  well. 

Q.  Are  you  familiar  with  the  effects,  then,  of 
the  male  hormone  on  male  humans  with  a  male 
hormone  deficiency'? 

A.  We  have  not  seen  many  patients  with  a  male 
hormone  deficiency.  I  think  that  it  is  a  very  rare 
condition,  but  we  have  treated  possibly  30  patients 
in  the  last  11  years  with  male  hormone  deficiency. 

Q.  Under  what  conditions  does  a  male  hormone 
deficiency  occur  in  a  male  human? 

A.  We  think  in  human  beings,  male  hormone 
deficiency  occurs  more  commonly  in  two  states,  one 
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which  we  in  medicine  call  hypogonadism,  where  the 
male  sex  hormone  is  produced  in  small  amounts  or 
is  not  produced  at  all,  a  congenital  state ;  second  is 
the  castrate  male,  where  the  testes  have  been  re- 
moved as  a  result  of  operation  or  accident.  These 
are  the  chief  types  of  male  hormone  inadequacy. 

Of  course,  in  very  grave  states  of  illness,  such  as 
an  advanced  tuberculosis,  there  is  a  hormone  de- 
ficiency not  related  to  congenital  causes  or  to  acci- 
dental or  purposeful  removal  of  the  testes. 

Q.  Could  you  give  us  an  opinion  as  to  the  inci- 
dence of  this  latter  situation  in  the  advanced  case 
of  tuberculosis  ? 

A.  I  think  that  in  very  gravely  ill  patients,  bed- 
ridden patients  with  advanced  disease,  it  is  rather 
common.  But  I  do  not  think  that  it  occurs  in  quasi- 
normal  individuals,  [260]  people  who  are  able  to  be 
up  and  around,  for  example. 

Q.  Do  you  have  an  opinion  as  to  the  incidents 
of  hypogonadism  in  human  males.  Doctor? 

A.  In  a  hospital  population,  we  see  those  about 
twice  in  a  thousand  admissions  to  the  hospitals, 
so  that  it  is  an  extremely  rare  condition. 

Q.  That  would  be  two  out  of  a  thousand  admitted 
to  the  hospital? 

A.  Yes,  as  a  maximum,  two.  Perhaps  one  per 
thousand,  between  one  and  two  per  thousand  pa- 
tients coming  to  the  hospital  with  disease  have 
hypogonadism. 

Q.  And,  Doctor,  what  do  you  mean,  precisely, 
by  hypogonadism? 
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A.  Hypogonadism  is  usually — it  is  not  always — 
a  congenital  state  wherein  bodily  growth  is  reason- 
ably satisfactory  but  in  which  the  external  genital 
organs  remain  undeveloped,  the  secondary  sex  char- 
acteristics remain  undeveloped ;  the  male  will  speak 
with  a  soprano  voice,  he  will  have  no  growth  of 
hair  on  the  face,  on  the  chest  or  in  the  genital 
region.  There  is,  in  these  patients,  failure,  complete 
failure  of  the  erections  of  the  penis,  a  complete 
failure  of  ability  to  have  sexual  relationships.  This 
is  hypogonadism. 

Q.  As  to  the  definition  of  the  word,  then,  hypo 
I  understand  means  below  or  under,  or  below  nor- 
mal, is  that  correct  ?  A.     That  is  correct.  [261] 

Q.     And  the  word  gonad  refers  to  the 

A.    Testes. 

Q.  I  see.  Now,  is  this  situation  a  transient  con- 
dition or  is  it  a  condition  that  is  with  a  person 
permanently  ? 

A.  This  is  a  condition  that  is  permanent,  except 
that  it  can  be  adequately  treated  by  certain  hor- 
mones. 

Q.  Now,  Doctor,  do  you  have  an  opinion  as  to 
the  incidence  of  castration  in  human  males'? 

A.  Castration  in  patients,  as  they  present  them- 
selves to  a  clinic,  is  quite  rare,  except  in  patients 
who  have  had  castration  to  eliminate  the  male  sex 
hormone,  which  is  a  factor  in  cancerous  prostate. 

Q.  Do  you  have  an  opinion  as  to  whether  the 
incidence  of  castration  is  as  great  as  that  of  hypog- 
nadism? 
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A.  Until  1941  we  practically  never  saw  a  cas- 
trate in  the  clinic. 

Since  1941,  since  our  work  on  the  damaging  effect 
of  the  male  sex  hormones  on  certain  cancers  of 
men,  since  this  has  been  widely  adopted,  we  see 
now  considerably  more  patients  with  castration  than 
we  saw  before. 

Q.  And  in  referring  to  these  persons  among 
persons  admitted  to  the  hospital,  these  are  persons 
w^ho  are  already  ill  for  some  reason  or  other,  is 
that  not  correct  ?  A.     That  is  true. 

Q.  Coming  for  treatment.  Now,  Doctor,  you 
have  mentioned  [262]  that  in  connection  with  hypo- 
gonadism there  can  be  effective  treatment  with 
hormones.   Would  you  explain  that,  please? 

A.  Well,  by  giving  androgens,  the  male  sex  hor- 
mone, one  can  restore  the  sexual  drive  of  these 
people,  one  can  restore  the  secondary  sex  charac- 
teristics. Of  course,  one  cannot  restore  the  testes 
as  such.  And  that  is  the  standard  treatment. 

Q.  Doctor,  do  you  have  an  opinion  as  to  what 
would  be  the  daily  requirement  of  androgen,  the 
male  hormone,  to  produce  this  effect  on  a  hypo- 
gonad  f 

A.  We  treat  patients  with  one  of  two  types  of 
hormones,  either  injections  of  testosterone  pro- 
pionate, and  there  the  daily  dosage  is  about  5  to  10 
milligrams;  and  another  way  of  treating  these  pa- 
tients is  by  methyl  testosterone,  by  mouth,  and  there 
the  daily  dose  is  10  milligrams  by  mouth. 

Q.     Is  the  10  milligram  dosage  of  methyl  testos- 
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terone  adequate  to  convert  the  hypogonad  into  an 

apparently  normal  male? 

A.  That  is  correct.  10  milligrams  will  restore, 
from  the  standpoint  of  secondary  sex  character- 
istics, a  hypogonad  patient,  to  normal. 

Q.     And  will  enable  him  to  maintain  that  status? 

A.  They  will  maintain  it  as  long  as  the  methyl 
testosterone  is  administered.  [263] 

Q.  What  dosage  would  be  required  for  the  same 
purposes,  in  the  case  of  a  castrate.  Doctor? 

A.     The  same  dosages. 

Q.  10  milligrams  daily  of  methyl  testosterone 
would  be  effective  ? 

A.  We  think  the  10  milligrams  of  daily  admin- 
istration by  mouth  of  methyl  testosterone  is  equiv- 
alent to  what  a  normal  healthy  young  male  is 
producing  in  his  own  gonads. 

Q.  Could  you  give  us  a  comparative  effect,  a 
comparative  potency  of  injected  testosterone  pro- 
pionate and  orally  administered  methyl  testosterone  ? 

A.  Injected  testosterone  propionate  is  roughly 
twice  as  strong  as  methyl  testosterone  taken  by 
mouth.  [264] 

Q.  Doctor,  you  have  mentioned  that  these  dos- 
ages of  10  milligrams  daily  of  methyl  testosterone 
are  adequate  to  produce  these  wonderful  and  bene- 
ficial effects  on  hypogonads  and  castrates.  Do  these 
drugs  produce  any  toxic  effects  on  the  human  male  ? 

A.  We  must  divide  the  human  male  into  well 
patients  and  ill  patients.  These  androgens  are  very 
powerful  agents.    One  cannot  take,  in  my  opinion, 
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androgen  in  the  same  way  that  one  can  take  a  drink 
of  water  or  a  piece  of  candy.  You  must  take  them 
with  impunity.  These  things,  when  they  are  given, 
definitely  cause  derangement  of  the  organism.  For 
example,  a  person  taking  methyl  testosterone  or 
testosterone  propionate  thereby  inhibits  his  normal 
mechanism  for  producing  the  male  sex  hormones. 

Q.    What  would  be  the  effect  of  that  ? 

A.  Well,  this  is  rather  complex  physiology. 
There  is  a  system  called  the  male  genital  system 
consisting  of  the  pituitary  and  the  testes  and  the 
secondary  sex  characteristics.  If  one  takes,  admin- 
isters or  has  administered  to  him,  one  of  these 
agents,  that  deranges  the  factory  mechanism.  If 
one  takes  methyl  testosterone  or  any  other  testos- 
terone, that  will  make  the  pituitary  gland  function 
at  a  low  level  so  that,  when  a  persons  stops  such 
administration  of  the  drug,  then  the  pituitary  func- 
tions at  a  low  level  for  a  number  of  months. 

Q.     Is  that  harmful  or  beneficial? 

A.  That  is  harmful.  A  second  harmful  effect 
of  a  [265]  normal  person  taking  testosterone  is 
that  it  cleans  out  the  testes  of  the  germ  cells,  the 
speiTnatozoa,  so  that  a  patient,  therefore,  is  unable 
to  fertilize  a  female. 

Q.  That  is,  it  cuts  down  on  the  production  of 
sperm,  is  that  right? 

A.  It  cuts  down  very  marketedly  on  the  produc- 
tion of  sperm.  These  are  the  effects  in  a  normal 
person.  In  an  ill  person  other  undesirable  effects 
are  manifested. 


El-0-PatJiic  Pharmacy,  et  al.,  etc.  549 

(Testimony  of  Cliaiies  Huggins,  M.D.) 

Q.  Generally,  without  great  detail,  what  would 
be  the  nature  of  such  effects? 

A.  The  clearest  cut  instance  is  activation  of 
cancer  of  the  prostatic  gland. 

Q.  Doctor,  by  androgen  you  refer  to  methyl 
testosterone  and  testosterone  propionate,  is  that 
correct  *? 

A.  Substantially  correct.  There  are  other  andro- 
gens. Androgen  and  the  male  sex  hormone  and 
testosterone  may  be  considered,  roughly,  parallel, 
synonymous. 

Q.  Is  androgen  a  generic  term  which  includes 
these  others'? 

A.  It  includes  all  drugs  or  chemicals  which  can 
cause  secondary  sex  characteristics  in  males. 

Q.  Doctor,  you  have  mentioned  about  these  dos- 
ages which  have  the  beneficial  and  toxic  effects  on 
abnormal  and  normal  humans.  Can  you  tell  me 
whether  you  have  an  opinion,  based  on  your  educa- 
tion, training,  experience,  study  and  [266]  research, 
as  to  whether  tablets  containing  25  milligrams  each 
of  methyl  testosterone,  taken  one  each  day  for  a 
definite  period,  would  have  these  effects  on  a  male 
human  % 

A.  25  milligrams  a  day  would  certainly  have 
these  effects. 

Q.     Either  the  good  or  the  bad,  is  that  correct? 

A.     That  is  right. 

Q.  On  the  same  basis.  Doctor,  of  your  training, 
and  the  sum  total  of  your  knowledge,  do  you  have 
an  opinion  as  to  whether  10-milligram  tablets  of 
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methyl  testosterone,  taken  one  each  day  for  a  defi- 
nite period,  would  have  these  effects'? 

A.  It  would  have  the  same  beneficial  and,  also, 
harmful  effects. 

Q.  And,  by  the  same  token,  a  larger  dosage  of 
the  same  would  have  more  pronounced  effects  ? 

A.     That  is  correct. 

Q.  Do  you  have  an  opinion,  on  the  basis  of  the 
sum  of  your  knowledge  of  this  subject,  as  to  whether 
5-milligram  linguets  of  methyl  testosterone,  taken 
at  the  rate  of  two  linguets  three  times  daily,  would 
produce  such  effects  ? 

A.  My  opinion  is  that  they  would  produce  such 
effects. 

Q.     Both  the  good  and  the  bad,  is  that  correct? 

A.     That  is  correct. 

Q.  Doctor,  you  have  mentioned  that  you  are 
familiar  with  the  use  of  testosterone  in  the  treat- 
ment of  hjrpogonads  [267]  and  castrates,  as  well  as 
normal  people.  In  instances  of  male  hormone  de- 
ficiency, are  you  familiar  with  the  sypmtoms  of 
such  a  person?  A.     That  is  right;  I  am. 

Q.  On  the  basis  of  your  training,  education, 
experience,  study,  research  and  the  sum  of  your 
knowledge,  do  you  have  an  opinion  as  to  whether 
the  use  of  methyl  testosterone  would  stimulate 
growth  and  development  of  the  sex  organs  and  the 
male  sex  characteristics,  such  as  distribution  of  the 
hair,  muscular  development  and  depth  of  voice? 

A.     I  do. 

Q.     What  is  that  opinion? 
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A.  The  opinion  is  slightly  complex  since  it  has 
different  effects,  quantitatively  speaking,  in  hypo- 
gonad  people  as  opposed  to  the  effects  in  a  normal 
healthy  male.  In  a  child,  tremendous  growth  of  the 
penis,  and  secondly,  sex  characteristics,  change  in 
the  depth  of  the  voice,  growth  of  the  hair  on  the 
face  and  on  the  chest,  occur.  In  hypogonadism  and 
in  children  these  effects  are  very  marked,  indeed. 
These  effects  are,  quantitaitvely,  very  much  less 
in  a  normal  healthy  male. 

Q.  In  a  castrate  is  there  any  less  effect,  or  any 
such  effect? 

A.  In  a  castrate  it  depends  whether  the  castrate 
was — whether  the  procedure  of  castration  was  done 
at  an  early  [268]  stage,  before  puberty  or  after 
puberty.  In  general,  androgen  stimulates  a  castrate 
very  much  as  it  does  a  child  or  a  patient  with  hypo- 
gondalism.  If  castration  has  been  done  late  in  life, 
say,  for  example,  at  the  age  of  30  or  40,  it  has  less 
effect  in  restoring  hair  and  depth  of  voice  than  in  a 
young  person. 

Q.  Do  you  have  any  opinion.  Doctor,  as  to  how 
early  an  age  a  child  would  be  so  affected  by  andro- 
gen therapy? 

A.  From  the  age  of  one  year  on  there  would  be 
tremendous  growth;  perhaps  before  one  year.  I 
don't  think  anyone  has  given  androgen  to  a  child 
of  less  than  one  year. 

Q.  And  a  small  boy  would  be  so  affected,  is  that 
right  ? 

A.     To  give  androgen  to  a  child  of  five,  ton  or 
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twelve,  will  make  a  tremendous  sex  drive,  growth 

of  the  penis  and  desire  to  have  sexual  relationships. 

Q.  Could  it  render  him  sexually  mature  at  such 
an  age  ? 

A.  It  will  render  him  sexually  mature  at  such 
an  age  with  the  exception  that  sperms  are  not 
produced.  They  will  render  a  child  sexually  mature 
at  the  age  of  two  years. 

Q.  Doctor,  again  on  the  basis  of  the  sum  total 
of  your  knowledge  of  this  subject,  do  you  have  an 
opinion  as  to  whether  androgen  therapy,  the  use 
of  methyl  testosterone,  would  correct  the  lack  of 
sexual  power  in  impotents? 

A.  Impotence  is  a  rather  complex  situation,  too. 
It  occurs  for  two  reasons.  In  general,  we  classify 
impotents  [269]  as  psychogenic,  which  accounts  for 
95  per  cent  of  the  patients  we  see  with  impotence 
in  normal  healthy  people,  and  the  second  classifica- 
tion is  a  deficiency  of  male  sex  hormones.  The  cas- 
trates, as  a  result,  are  impotent.  The  hypogonad 
patients  are  by  function  impotent.  The  effect  of 
testosterone  on  impotence  depends  on  the  classifica- 
tion of  the  disease.  If  it  is  due  to  a  hormonal  de- 
ficiency, then  testosterone  will  restore  impotence  to 
potency.  On  the  other  hand,  unfortunately,  95  per 
cent  of  the  patients  that  we  see,  or  perhaps  fortu- 
nately, in  the  clinic  have  psychogenic  impotence. 

Q.     Just  what  do  you  mean  by  psychogenesis  ? 

A.  That  is  medical  jargon.  Psychogenic  impo- 
tence is  impotence  where  there  is  no  deficiency  of 
male  sex  hormone  production,  where  it  is  believed. 
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for  functional  reasons,  such  as  overwork,  psychiatric 
conditions,  neurathenia  and  things  like  that,  a 
person  is  unable  to  have  intercourse  with  a  female. 
In  this  type  of  impotence  the  administration  of 
androgen  has  no  effect,  and  this  was  discovered  in 
our  clinic,  so  we  know  about  these  things. 

Q.     You  say  this  was  discovered  in  your  clinic? 

A.     That  is  right,  that  androgen  had  no  effect. 

Q.  Was  some  research  conducted  which  produced 
this  information  there? 

A.  Yes;  we  studied  a  large  series  of  patients 
with  impotence  of  both  kinds,  both  hypogonadism 
and  the  common  [270]  type  of  impotence,  the  func- 
tional impotence  and  the  psychogenic  impotence, 
and  in  the  common  type  of  impotence  it  had  no 
effect.  In  hypogonadism  it  had  spectacular  effects 
in  restoring. 

Q.  Your  opinion,  then,  is  based  on  actual  clin- 
ical research  as  well  as  study,  is  that  right? 

A.  It  is  based  on  clinical  observation  and  it  is 
fortified  by  publications  in  scientific  literature. 

Q.  Doctor,  again  on  the  basis  of  the  sum  total 
of  your  knowledge  as  to  this  subject,  do  you  have 
an  opinion  as  to  whether  the  use  of  the  male  hor- 
mone would  relieve  and  postpone  many  conditions 
associated  with  middle  age  and  improve  the  sense 
of  well-being? 

A.  I  am  not  quite  sure  that  I  have  a  correct 
understanding  of  "the  many  conditions  associated 
with  middle  age."  For  example — is  that  what  you 
mean? 
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Q.  No.  To  put  it  conversely,  Doctor,  do  you 
know  of  any  conditions  normally  associated  with 
middle  age  which  will  respond  favorably  to  male 
hormone  therapy?  A.     I  know  of  none. 

Q.  Do  you  know  whether  the  administration  of 
methyl  testosterone  would  improve  the  sense  of 
well-being  in  otherwise  normal  persons  of  middle 
age? 

A.  A  sense  of  well-being  is,  in  very  large  part, 
a  matter  of  the  psychology  of  the  patient.  I  can 
very  well  see  how,  if  a  person  had  confidence  in 
this  or  that  agent,  if  he  [271]  was  taking  this  or 
that,  it  would  in  all  likelihood  make  him  feel  better. 
Whether  the  belief  was  f  omided  on  a  rational  basis 
or  not  doesn't  make  any  difference;  he  would  be 
going  to  feel  better.  That  is  why  religion  flourishes. 

Q.  If  I  may  interrupt  you  there,  under  those 
circumstances,  would  this  result  of  well-being  be 
due  to  a  physiological  condition  or  a  psychological 
condition  ? 

A.  It  would  be  due  to  a  psychological  condition. 
If  a  person  were  healthy,  then  it  would  certainly 
be  due  to  a  psychological  condition. 

Q.  Again  on  the  basis  of  the  sum  of  your  knowl- 
edge of  this  subject,  do  you  have  an  opinion  as  to 
whether  the  use  of  methyl  testosterone,  the  male 
hormone,  would  constitute  an  adequate  treatment 
for  flushes,  sweats  and  chills,  impaired  memory, 
inability  to  concentrate  on  activities,  a  tendency  to 
evade  them,  nervousness,  depression,  general  weak- 
ness and  lack  of  physical  strength  ? 
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A.  I,  categorically,  deny  it  would  have  any  effect 
on  all  of  those  with  the  possible  exception  of  flushes, 
and  that  is  slightly  complex.  That  is  a  technical 
term  and  requires  further  elucidation. 

Q.  In  what  situations  might  the  effect  on  flushes 
take  place  % 

A.  The  ordinary  bashful  girl  has  flushes  but  that 
type  of  flush  is  not  germaine  to  the  discussion,  in 
my  opinion.  [272]  Patients,  people,  most  commonly 
women,  after  the  cessation  of  female  hormone  pro- 
duction, get  something  which  is  commonly  known 
as  flushes,  hot  flushes,  both  by  physicians  and  the 
patients.  In  these  hot  flushes  the  patient  has  a 
sensation  of  a  wave  of  heat  passing  through  the 
body,  followed  by  profuse  perspiration,  which  he 
usually  removes  with  a  handkerchief  or  a  turkish 
towel  or  something  of  that  sort. 

Q.  May  I  interrupt  you  there?  You  say  "he 
usually  removes." 

A.  That  she  usually  removes.  I  am  glad  to  be 
corrected  on  that  because  this  type  of  flushes  which 
I  have  just  been  discussing,  wherein  a  woman  will 
mop  her  brow  or  face,  we  do  not  see  in  men.  This, 
we  think,  is  important  evidence  that  physiologic 
cessation  of  hormone  production  does  not  occur  in 
the  human  male. 

Q.    At  any  age?  A.    At  any  age. 

Q.  Regarding,  again,  the  aspect  of  flushes,  would 
there  be  any  possible  effect  in  the  case  of  a  castrate  ? 

A.  A  castrate  usually  will  have  flushes,  and 
there  methyl  testosterone  will  stop  the  flushes.    A 
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person  with  hypogonadism  usually  will  not  have 
flushes,  and  I  have  never  seen  a  normal  person  with 
typical  flushes  that  a  menopausal  woman  has,  a 
woman  after  the  age  of  approximately  45  to  50, 
where  mensturation  ceases,  where  female  sex  hor- 
mone ceases.  [273] 

Q.  Are  you  referring  to  the  period  which  is 
sometimes  referred  to  as  the  female  climacteric"? 

A.     I  am  referring  to  the  female  climacteric. 

Q.  Now,  Doctor,  on  the  basis  of  the  sum  of  your 
knowledge  of  this  subject,  do  you  have  an  opinion 
as  to  whether  the  use  of  methyl  testosterone  would 
result  in  improved  physical  and  mental  work  and 
exert  a  tonic  action,  resulting  in  renewed  vigor? 

A.  I  have  never  seen  any  improvement  in  mus- 
cular or  mental  capacity  in  a  normal  male.  In  hypo- 
gonad  patients,  boys  and  young  men,  in  whom  the 
testes  have  never  developed,  it  will  cause  an  increase 
in  muscular  strength.  Testosterone  has  no  effect  on 
the  mind,  on  mental  work. 

Q.  Would  that  apply  to  castrates  as  well  as 
hypogonads 1 

A.  A  person,  a  castrate,  in  well-advanced  adult 
life,  let  us  sa}^  a  male  castrate  after  the  age  of  30, 
has  no  decline  in  muscular  strength.  He  has  no, 
decline  in  mental  ability. 

Q.  Again  on  the  basis  of  the  sum  of  your  knowl- 
edge of  this  subject.  Doctor,  do  you  have  an  opinion' 
as  to  whether  the  use  of  methyl  testosterone  would 
impart  a  better  attitude  towards  social  life  and 
cause  nervousness,  exhaustion  and  melancholy  tOj 
disappear? 
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A.  I  deny  all  of  those  categorically,  that  is,  to 
state  it  in  better  English,  I  deny  the  effect  of  methyl 
testosterone  in  alleviating  melancholy  and  these 
other  symptoms  that  you  [274]  just  read. 

Q.  Doctor,  after  these  symptoms  which  we  have 
just  enmnerated — you  mentioned  that  you  are  fa- 
miliar with  the  symptomatology  of  a  person  w^ho  is 
deficient  in  male  hormones.  Are  these  the  smyptoms 
of  such  a  person  ? 

A.     They  are  not. 

Q.  Do  you  know  whether  they  are  the  symptoms 
through  which  a  normal  male  will  pass  in  his  forties 
or  fifties'? 

A.  A  normal  male  does  not  pass  through  the 
symptoms  as  a  result  of  gonadial  deficiency  and  so 
he  doesn't  have  the  symptoms  anyway. 

Q.  Are  they  the  symptoms,  just  generally,  of 
any  other  diseases  or  conditions? 

A.  This  is  a  very  complex  question.  Most  pa- 
tients whom  we  see  with  melancholy,  lack  of  con- 
centration and  that  sort  of  thing — the  physician  will 
find  the  average  patient  has  it  as  a  result  of  psycho- 
neurosis  or  a  functional  nervous  state. 

Q.  Do  you  have  an  opinion.  Doctor,  on  the  basis 
of  the  sum  of  your  knowledge  of  the  subject,  as  to 
whether  there  is  such  a  phenomenon  as  male  cli- 
meractic  or  male  menopause '? 

A.  That  has  been  alluded  to  and  described  by 
some  physicians  but  with  this  view  I  am  completely 
in  disagreement.  I  do  not  believe  that  there  is  a 
male  climeractic. 
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Q.  What  is  your  reason  for  that  opinion,  [275] 
Doctor  ? 

A.  The  phrase,  ''male  climer actio"  obviously  is 
supposed  to  be  identical  with  or  analogous  to  the 
female  climeractic  in  the  female.  In  the  female  the 
ovary  ceases  to  produce  germinal  cells  and,  second, 
the  production  of  female  sex  hormone  falls  to  a 
very  low  level  or  vanishes.  The  production  of  ger- 
minal cells  in  the  male  does  not  regularly  occur, 
even  in  a  very  advanced  age  in  the  human  male. 

Q.     Do  you  mean  the  cessation? 

A.     The  cessation  of  production. 

Q.  Then  old  males  will  still  produce  sperm,  is 
that  right "? 

A.  Yes;  old  males  generally  have  sperms  and 
are  capable  of  becoming  fathers. 

Q.     How  about  the  production  of  testosterone? 

A.  The  male  sex  hormone,  likewise,  while  it  may 
be  reduced  in  part  in  old  age,  and  no  doubt  is, 
definitely  is  produced  in  a  healthy  person. 

Q.  Doctor,  some  time  back  you  mentioned  that 
there  are  some  beneficial  and  toxic  effects  of  the 
use  of  the  male  hormone.  But  prior  to  that,  on  the 
subject  that  you  have  just  mentioned,  where  you 
gave  an  opinion  as  to  the  male  climeractic,  do  you 
know,  as  a  result  of  your  study,  research,  confer- 
ences, discussions  and  education,  whether  your 
opinion  is  shared  by  informed  medical  opinion*? 

A.  I  think  that  my  opinion  is  shared  by  many 
people  in  [276]  this  respect,  some  of  whom  I  would 
call  highly  informed. 
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Q.  Again  relating  to  the  beneficial  and  toxic 
effects  of  the  male  hormone,  in  view  of  the  fact 
that  there  are  such  toxic  effects,  what  precautions, 
if  any,  are  necessary  in  the  use  of  testosterone? 

A.  I  think  that  testosterone  must  always  be 
administered  under  the  supervision  of  somebody 
with  some  knowledge  of  these  matters. 

Q.  What  type  of  supervision  would  this  be'? 
What  must  the  supervising  person  do  before  using 
the  testosterone? 

A.  Well,  the  judgment  of  who  shall  receive  tes- 
tosterone and  who  shall  not  receive  it  is  of  very 
great  importance.  For  example,  if  some  of  this 
material  would  fall  into  the  hands  of  a  ten  or  fifteen 
year  old  boy,  it  could  do  very  great  damage  to  him. 

Q.     What  is  your  reason  for  saying  that? 

A.  It  can  so  damage  the  testes  that  the  damage 
will  be  irreversible. 

Q,     The  damage  in  what  respect? 

A.  It  can  damage  the  production  of  the  male 
germinal  cells  so  that  a  young  person  or  animal  will 
not  be  able  to  produce  spermatozoa.  There  will  be 
a  long  lasting  atrophy  of  the  testes. 

Q.     In  a  male  human  of  15  you  mentioned 

A.  Or  10  or  5.  I  am  talking  now  about  a  young 
person.  [277] 

Q.  — would  this  have  any  effect  on  the  normalcy 
of  his  sexual  urge? 

A.  It  would  induce  puberty,  that  is,  the  develop- 
ment of  secondary  sex  characteristics,  prior  to  the 
normal  time.    Whether   it   is   desirable   to   induce 
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puberty  at  the  age  of  5  or  8  is  a  debatable  thing. 
The  fact  is  that  most  fathers  do  not  advise  giving 
children  methyl  testosterone  to  induce  puberty  at 
an  abnormally  early  age.  [278] 

*     *     * 

Q.  Doctor,  aside  from  the  aspects  of  the  young 
male,  assuming  now  an  adult  using  testosterone, 
what  would  be  the  nature  of  a  precautionary  step 
before  taking  testosterone? 

A.  Well,  an  adult  who  wished,  naturally,  to 
continue  life  with  the  production  of  children  would 
have  to  be  warned  that  with  lO-milligram  doses  of 
testosterone  very  likely  sterility  would  result,  and 
with  25  milligrams  certainly  sterility  would  result. 

The  Court:     Permanently? 

A.  No,  sir.  If  he  were  taking  the  drug,  then  it 
would  be  permanent.  If  he  were  to  discontinue  the 
drug,  the  sterility  would  last  anywhere  from  six 
months  to  some  years.  I  am  always  alarmed  to  see 
young  men  or  men  who  intend  to  have  a  family 
taking  testosterone  because  it  is  a  very  dangerous 
agent  and  it  will  produce  sterility  in  them. 

Q.  (By  Mr.  Danielson)  :  Doctor,  aside  from  the 
aspect  of  sterility,  is  there  a  toxic  or  harmful  effect 
of  testosterone  in  an  adult,  in  which  the  aspects  of 
sterility  are  the  most  serious? 

A.  There  is  a  more  subtle  effect  in  a  normal 
adult.  [279]  In  a  normal  adult  it  will  depress  the 
activity  of  the  pituitary  gland  so,  on  discontinuing 
the  drug,  it  will  be  some  months,  weeks  or  months, 
before  the  pituitary  has  sufficiently  recovered. 
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Q.  I  believe  you  have  mentioned  that  you  have 
had  experience  with  the  action  or  connection  be- 
tween testosterone  and  prostatic  cancer? 

A.     I  have. 

Q.  Doctor,  on  the  basis  of  your  knowledge  of 
this  subject,  do  you  have  an  opinion  as  to  the  inci- 
dence of  prostatic  cancer  in  men  of  the  age  of  50? 

A.  This  subject  has  been  studied  very  much 
indeed  in  the  last  sixteen  years.  We  know  now  that 
cancer  of  the  prostate  is  the  cause  of  death  of  5  per 
cent  of  men  over  50.  It  is  one  of  the  common  tumors 
that  one  sees  in  a  clinic,  one  of  the  common  cancers. 
We  know,  further,  that  the  disease  is  present  in  a 
very  much  larger  percentage  of  patients,  in  any- 
where from  14  per  cent  to  33  per  cent  of  patients. 
Coming  to  autopsy,  in  males  over  50  years  of  age, 
small  cancers  of  the  prostate  are  demonstrable. 

Q.  If  you  have  an  opinion,  will  you  state  the 
mortality  rate  from  prostatic  cancer  in  those  who 
have  a  clinical  prostatic  cancer,  which  is  diag- 
nosable  ? 

A.  Until  we  did  our  work,  the  mortality  was  100 
per  cent  from  the  disease.  Now,  since  we  have 
learned  that  [280]  androgen  was  a  damaging  agent 
to  patients  with  cancer  of  the  prostate  and  have 
discovered  means  of  controlling  the  effect  of  andro- 
gens, the  mortality  rate  has  been  reduced  to  80  per 
cent.  I  mean  80  per  cent  died  and  20  per  cent 
apparently  have  extremely  long  remissions  of  the 
disease. 

Q.     Do  you  have  any  opinion  as  to  what  is  this 
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mortality  rate  iii  the  event  testosterone  is  admin- 
istered ? 

A.  Well,  testosterone  makes  the  disease  grow  at 
a  very  rapid  rate. 

Q.  Would  that  tend  to  increase  or  decrease  the 
mortality  rate  ? 

A.  A  patient  with  cancer  of  the  prostate,  taking 
testosterone,  would  have  a  hundred  per  cent  more 
mortality  from  that  disease.  [281] 

*     *     * 

Q.  (By  Mr.  Danielson)  :  Doctor,  you  say  you 
have  used  testosterone  in  your  practice? 

A.     That  is  correct. 

Q.  What  procedure  do  you  follow  in  administer- 
ing testosterone? 

A.  Well,  feeling  as  I  do,  that  we  are  dealing  with 
something  that  is  not  innocuous,  but  a  powerful 
agent  both  for  good  and  for  harm,  we  proceed  some- 
thing as  follows: 

We  make  sure  that  the  patient  realizes  that  while 
taking  adequate  doses  of  testosterone,  he  will  be 
unable  to  fertilize,  and  warn  him  accordingly. 

Secondly,  we  try  to  make  sure  that  the  patient 
does  not  have  a  cancer  of  the  prostatic  gland.  That 
can  be  done  in  two  ways,  the  first  way  being  examin- 
ation of  the  prostatic  gland  through  the  rectum,  by 
means  of  the  finger  palpation  of  the  prostatic  gland, 
and  the  second  is  by  means  of  certain  blood  tests 
which  have  been  established. 

Mr.  Elson:    I  did  not  hear  the  last  sentence. 
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The  Witness :  Secondly,  because  of  certain  blood 
tests  which  have  been  established  to  indicate  the 
presence  of  cancer  of  the  prostatic  gland. 

Q.  (By  Mr.  Danielson)  :  Doctor,  is  there  any 
supervision  maintained  during  the  continued  treat- 
ment with  testosterone  % 

A.  Certainly.  We  see  the  patient  at  rather  close 
intervals,  to  make  sure  that  nothing  untoward  is 
happening.  [282] 

Q.  Now,  that  is  your  opinion  of  a  correct  manner 
of  administering  testosterone  % 

A.  Well,  that  is  the  method  that  we  teach  these 
young  physicians. 

Q.  And  do  you  have  an  opinion  as  to  whether 
that  opinion  is  likewise  shared  by  informed  medical 
authorities  ?  A.     I  think  that  it  is. 

Q.  Now,  to  go  back  one  moment,  Doctor,  you 
mentioned  that  the  mortality  rate  in  men  over  50 
years  of  age,  from  prostatic  cancer,  is  about  5  per 
cent  of  all  deaths,  and  that  there  is  an  incidence  of 
prostatic  cancer  in  men  over  50  of  about  14,  15,  16 
per  cent.  Now,  are  there  any  men  with  prostatic 
cancers — do  you  have  an  opinion  as  to  whether  there 
are  men  with  prostatic  cancer  who  do  not  die  from 
it  and  to  whom  it  is  not  diagnosed? 

A.  We  do,  anywhere  from  14  to  33  per  cent  of 
men  over  50  actually  have  tiny  Lilliputian  cancers 
in  the  prostatic  gland  which  are  for  the  moment 
inactive  and  frequently  in  untreated  old  men  these 
things  remain  dormant,  never  becoming  causes  of 
morbidity  or  mortality.  The  reason  I  think  that  they 
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sleep,  Ij'ing  dormant,  is  that  fortunately  in  middle 
aged  and  older  aged  people,  the  male  sex  hormone 
level  is  not  at  the  high  level  that  it  is  in  young  adults 
and  we  think  that  nature  has  provided  us  with  a 
slowdown  mechanism  of  hormone  production,  and 
that  these  tiny  cancers  do  not  become  [283]  stimu- 
lated. 

However,  they  can  become  stimulated  when  we 
increase  the  hormone  content  of  the  body  artificially 
to  that  of  a  young  man. 

Q.  What  is  the  result  when  these  little  Lillipu- 
tian dormant  cancers  are  stimulated?  What  is  the 
result  of  that  stimulation'? 

A.  Then,  the  stimulation — it  is  easy  enough  to 
stimulate  them,  namely,  to  administer  androgen,  then 
they  become  full  grown,  flourishing  things  which 
spread  throughout  the  body,  producing  prostatic 
tissue  in  bones,  in  liver,  in  lungs,  in  places  where 
it  does  not  belong  and  these  kill  the  patient. 

Q.  Now,  Doctor,  is  the  use  of  methyl  testosterone 
in  a  dosage  of  25  milligram  tablets,  taken  daily, 
adequate  to  provide  this  stimulus  ? 

A.  Whether  it  will  stimulate  all  of  them,  I  do  not 
know.  I  know  that  25  milligrams  of  methyl  testos- 
terone daily  for  some  months  will  stimulate  some 
of  them. 

Q.  And  your  opinion,  is  that  opinion  likewise 
true  in  the  case  of  linguets  of  methyl  testosterone, 
5  milligrams  taken  three  or  four  per  day? 

A.  It  is  true  of  methyl  testosterone  taken  in  20 
milligram  doses  per  day. 
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Q.  And  would  that  likewise  be  true  of  10  [284] 
milligram  tablets  of  methyl  testosterone  taken  three 
times  daily  or  one  time  daily  for  an  indefinite 
duration  ? 

A.  Well,  with  methyl  testosterone,  10  milligrams 
taken  three  times  daily,  it  would  be  a  very  great 
hazard.  With  10  milligrams  taken  once  daily,  there 
would  be  some  hazard,  but  not  nearly  as  grea4;  as 
with  the  larger  doses. 

Q.  You  have  mentioned  that  you  have  diagnosed 
and  treated  cancer  of  the  prostate  and  have  observed 
the  effect  of  testosterone  on  the  cancer  of  the  pros- 
tate. Can  you  tell  us  in  general  what  is  the  effect  of 
testosterone  on  cancer  of  the  prostate  ? 

A.  Well,  it  is  something  that  has  interested  us 
very  much.  We  found  that  testosterone  made  pros- 
tatic cancer  flourish  and  that,  conversely,  removing 
testosterone  made  prostatic  cancer  wither  and  shrink 
and  disappear. 

And  the  reason  it  interested  us  so  much  was 
created  a  little  interest  in  a  few  places  in  this 
country  was  that  removing  testosterone  from  pa- 
tients with  cancer  of  the  prostate,  human  cancer 
shriveled  up  and  disappeared,  and  this  was  the 
first  instance  where  it  was  possible  by  drugs  to  cause 
widespread  cancer  in  human  beings  to  dry  up  and 
disappear. 

Q.  In  addition  to  the  use  of  drugs,  are  there 
any  methods  of  removing  the  testosterone  from  the 
body  % 

A.     The  best  way  of  removing  testosterone  from 
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the  body  of  patients  with  cancer  of  the  prostate  is 
to  remove  tlie  [285]  testes  and  this  little  operation 
which  we  devised  has  now  been  universally  adopted. 
So  that  some  tens  of  thousands  of  patients  each  year 
are  subjected  to  the  operation  of  castration,  to 
relieve  cancer  of  the  prostate. 

Q.  You  mentioned  producing  the  same  effect  by 
drugs.  Could  you  explain  that,  please? 

A.  Well,  if  you  give  the  female  sex  hormone  in 
appropriate  dosages,  that  has  the  ability  of  neu- 
tralizing the  effect  of  whatever  male  sex  hormones 
the  patient  is  producing,  so  it  vitiates  what  testor- 
terone  the  patient  is  producing. 

Q.  How  do  you  know  that  the  use  of  testoster- 
one actually  accelerates  or  affects  the  growth  of  can- 
cer of  the  prostate  rather  than  it  being  some  other 
element  that  produces  that  effect  ? 

A.  Now,  we  enter  the  field  of  clinical  investiga- 
tion. Occasionally  we  are  forced  to  do  things  to 
human  beings,  in  a  few  cases,  to  make  a  few  obser- 
vations that  are  not  strictly  in  the  patient's  best 
interests.  We  do  nothing  that  will  do  permanent 
harm  or  at  least  we  attempt  to,  in  medical  investiga- 
tion, but  we  found  that  the  removal  of  the  gonads 
would  cause,  in  a  very  spectacular  way,  widespread 
cancer  of  the  prostate  to  shrivel  up,  to  shrink  and 
to  disappear. 

Then,  we  had  to  try  the  converse  and  we  gave 
testosterone  to  patients  with  mild  cancer  of  the 
prostate  and  when  that  was  done,  either  10  milli- 
grams of  methyl  testosterone  a   day  given   [286] 
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by  mouth  or  5  to  10  milligrams  to  25  milligrams  of 
testosterone  injected,  then  the  patient  became  very 
ill,  indeed,  and  had  to  take  to  his  bed. 

Q.  And  by  illness  you  mean  an  effect  on  the 
prost-atic  cancer? 

A.  The  cancer  became  very  much  more  active 
and  we  were  able  to  see  that  because  of  these  blood 
tests  which  we  had,  which  showed  very  well  the 
activity  of  cancer  of  the  prostate. 

Q.  Now,  Doctor,  this  effect  which  you  have  just 
now  described  of  methyl  testosterone,  does  that  ap- 
ply likewise  to  early  cancer  ? 

A.  It  activates  early  cancer,  and  in  those  cases  I 
have  seen,  it  does. 

Q.  Now,  you  have  mentioned  blood  tests.  Doctor. 
Would  you  advise  us  a  little  more  fully  on  that 
aspect  % 

A.  Well,  cancer  of  the  prostate  forms  a  product 
called  acid  phosphatase.  A  normal  prostate  forms 
acid  phosphatase  but,  when  a  patient  gets  cancer  of 
the  prostate,  under  certain  circumstances  this  en- 
zyme acid  phosphatase  gets  into  the  blood  and 
reaches  a  very  high  level  and  one  can  measure  the 
acid  phosphatase  in  a  patient  and  make  a  diagnosis 
of  cancer  of  the  prostate,  because  when  the  acid 
phosphatase  in  the  blood  is  at  a  certain  level  it 
clearly  indicates  the  presence  of  cancer  of  the  pros- 
tate, and  so  that  this  is  a  rather  unique  situation. 
By  means  of  an  enzyme  in  the  blood,  you  [287] 
can   diagnose   the   presence   of   cancer   and   if   the 
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enzyme  rises,  due  to  some  treatment,  you  know  that 

the  cancer  is  worse. 

If  the  enz3Tiie  decreases  as  a  result  of  another 
treatment,  the  cancer  is  better. 

Q.  T\^iat  treatment  would  produce  this  decrease 
in  the  enzyme? 

A.  Removal  of  the  testosterone  by  castration  will 
cause  a  decrease  of  acid  phosphates  and  the  ad- 
ministration of  female  sex  hormones  will  cause  a 
fall,  an  emelioration  of  the  cancer. 

Q.  And  the  reason  for  this  latter,  the  female 
hormone,  the  reason  it  causes  a  decrease  is  what  ? 

A.  Because  it  overbalances  the  normal  produc- 
tion of  the  male  sex  hormone  that  the  testes  is 
producing. 

Q.  And  tends  to  be  an  antidote  for  the  effect  of 
the  testosterone,  is  that  correct? 

A.     Very  well  stated. 

Q.  Do  you  know  whether  there  is  any  relation- 
ship between  the  presence  or  absence  of  testosterone 
and  the  presence  or  absence  of  the  phosphatase  in 
the  blood? 

A.  Yes.  When  the  testosterone  is  removed,  then 
the  phosphatase  in  most  cases  of  cancer  of  the 
prostate  comes  down  to  normal.  ■ 

Q.     And  if  it  is  again  replaced? 

A.  If  it  is  again  replaced,  yes.  Clinical  [288] 
investigation,  because  we  don't  do  that  any  more. 
It  is  an  anti-social  thing  to  do,  in  our  opinion.  Then, 
the  phosphatase  goes  up  and  the  cancer  is  worse. 

Mr.  Danielson :    No  further  questions. 
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The  Court :  Before  cross  examination,  Doctor,  for 
the  benefit  of  my  reasoning  in  this  matter,  I  would 
like  to  follow  up  on  a  few  matters : 

Examination 
By  the  Court : 

Q.  As  I  understand,  the  production  of  the  male 
hormone  is  in  the  testes  and  the  initial  source  comes 
from  the  pituitarj^  gland.  A.     Yes,  sir. 

Q.  Now,  you  have  told  us  about  some  of  the  ail- 
ments that  the  testes  are  inclined  to,  as  to  what  other 
glands  have  a  relation  to  it,  the  pituitary,  for  in- 
sance,  is  it  subject  to  ailments  and  disease? 

A.     The  pituitary,  sir? 

Q.     Yes.  A.     It  is. 

Q.     They  affect  the  production? 

A.     They  do,  sir. 

Q.     AVhat  are  some  of  those  diseases? 

A.  Well,  the  hormones  work  together  as  a  well 
balanced  team,  very  much  like  a  team  in  sports.  If 
they  take  away  one  [289]  member,  all  of  the  mem- 
bers of  the  team  suffer  therefrom.  Certain  children 
are  born  with  absence  of  pituitary  cells  that  can 
stimulate  the  testes,  and  the}^  are  the  children  that 
I  mentioned  before  who  had  hypogonadism. 

Q.     Yes.  A.     That  is  one  of  the  conditions. 

Q.  Now,  do  other  glands  enter  into  the  perform- 
ance? For  instance,  a  diseased  gall  bladder  of  long 
standing,  would  that  have  any  effect  on  them? 

A.     No,  sir,  not  unless  the  patient  were  very  ill. 

Q.     Well,  that  would  reduce  the  general  vitality? 
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A.  Ally  condition  of  severe  illness  with  reduc- 
tion of  general  vitality  reduces  the  formation  of  the 
male  sex  hormone. 

Q.  Now,  you  mentioned  two  methods  of  deter- 
mining if  there  was  a  cancerous  condition  in  the 
prostate,  one  digitary  and  the  other  by  blood  tests. 

A.    Yes,  -sir. 

Q.    Are  there  any  other  tests'? 

A.  Well,  these  are  the  most  practical  methods 
available.  At  times  one  can  do  a  surgical  operation 
and  take  a  biopsy,  but  that  is  not  a  practical  test. 
And  actually  we  have  found  enough  this  spring  to 
develop  a  more  highly  refined  blood  test  than  this 
phosphatase,  so  many  workers  now  can  tell  with  a 
high  degree  of  accuracy  the  presence  of  cancer  [290] 
in  general  in  the  body.  This  is  another  method  be- 
yond phosphatase,  determination  by  still  a  blood 
method. 

Q.  These  blood  tests,  do  they  call  for  microscopic 
work? 

A.  No,  sir.  It  is  a  chemical  determination.  It  is 
somewhat  analogous  to  a  Wassermann  test  for 
syphilis. 

Q.     With  reaction? 

A.  Yes.  It  is  not  strictly  comparable,  but  it  is 
done  by  chemists  in  the  same  way. 

Q.  Well,  an  ordinary  practicing  physician,  would 
he  be  capable  of  doing  it  in  his  own  office  ? 

A.  Well,  I  think  not,  not  unless  he  were  chemi- 
cally minded,  but  the  average  good  sized  hospital 
where  there  is  a  chemist,  they  could  determine  it. 
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Q.     From  blood  specimens  ?  A.     Yes,  sir. 

The  Court :    I  think  that  is  all.  I  thank  you. 

Cross-Examination 
By  Mr,  Elson: 

Q.  Doctor,  in  discussing  this  subject,  we  have  to 
start,  in  a  sense,  from  what  is  alleged  in  the  infor- 
mation or  otherwise  the  complaint  with  which  the 
defendants  are  charged. 

Now,  one  of  the  things  that  is  charged  is  that  this 
product,  testosterone,  methyl  testosterone,  25  milli- 
grams, one  tablet  daily,  is  dangerous  because  it  may 
result  in  the  [291]  acceleration  of  the  growth  of  an 
incipient  carcinoma  of  the  prostate. 

A.     That  is  right. 

Q.  Now,  that  is  the  kind  of  a  cancer  of  the 
prostate  that  we  are  talking  about.  In  your  field, 
that  is  your  specialty,  isn't  it,  urology"? 

A.     That  is  right. 

Q.  Well,  now,  let  us  think  about  the  average 
general  practitioner  to  whom  a  person  goes  and  we 
will  say  complains  of  these  various  symptoms  that 
Mr.  Daniel  son  read  to  you  this  morning. 

Now,  that  man  is  not  a  physician,  is  he?  He  is  a 
general  practitioner. 

A.     That  is  right,  sir. 

Q.  Isn't  it  your  opinion  that  if  such  an  indi- 
vidual complained  of  those  symptoms,  that  such 
average  general  practitioner  would,  in  all  probabil- 
ity, prescribe  testosterone  propionate  or  methyl 
testosterone  in  linguets  for  the  individual  for  a  pe- 
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riod  of  say  four  to  six  weeks,  and  see  whether  or 
not  those  symptoms  were  relieved  without  going 
through  the  rather  elaborate  tests  that  you  have 
described  here  today? 

Do  you  get  my  question? 

A.  All  except  the  average  physician.  I  don't  know 
what  an  average  physician  is. 

Q.  Well,  I  don't  know  hov^'  I  can  say  it  any 
more  clearly.  [292] 

I  am  talking  about  the  average  type  of  competent, 
general  practitioner  that  we  will  find  in  the  average 
community. 

The  Court:     An  all-around  family  doctor. 

Mr.  Elson:     An  all-around  family  doctor,  yes. 

A.  Then,  I  think  some  of  them  would  prescribe 
in  that  way  and  some  would  not.  I  think  that  very 
few  of  informed  physicians  would. 

Q.  (By  Mr.  Elson)  :  And  by  informed,  what 
do  you  mean? 

A.  People  who  try  to  keep  up  with  the  latest 
literature,  the  latest  dissemination  of  knowledge 
about  these  things.  We  have  all  kinds  of  people 
in  our  field  of  medicine.  Some  we  are  not  very 
proud  of  and  some  we  are  intensely  proud  of. 

Q.     I  understand  that. 

A.  Well,  some  people  study  and  learn.  I  think 
that  the  average  good  physician  would  not  prescribe 
these  things  helter-skelter. 

Q.  Do  you  mean  by  that,  that  you  do  not  believe 
tliat  even  though  a  man  came  in  and  complained  of 
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those  symptoms,  that  a  good  family  doctor  (we  are 

talking  about  an  average  one  now) 

A.    Yes. 

Q.    not  an  outstanding  one,  the  average  good 

family  doctor,  do  you  think  that  he  would,  before 
prescribing  use  of  this  product,  first  palpate  the 
prostate  and  then  have  a  blood  [293]  test  such  as 
you  have  described  conducted,  to  make  sure? 

A.  I  think  that  most  of  the  average  physicians 
would  recognize  that  as  no  indication  for  sex  hor- 
mones. 

Q.  Well,  I  don't  think  that  is  quite  the  answer  to 
my  question. 

A.  Well,  I  beg  your  pardon.  I  think  the  average 
physician  would  palpate  the  prostate  but  would  not 
do  blood  tests. 

Q.     Does  the  blood  test  embrace  a  biopsy? 

A.  No.  It  is  just  a  little  blood  taken  from  the 
vein  (the  witness  indicates  his  left  arm)  but,  as  I 
told  his  Honor,  that  can  only  be  done  in  rather  well 
established  hospitals. 

Q.  So  that  in  your  opinion  the  average  doctor 
of  whom  we  are  speaking,  and  let  us  put  it  that  way 
so  I  won't  have  to  repeat  it  every  time,  the  average 
doctor  of  whom  we  are  speaking,  in  your  opinion, 
would  palpate  the  prostate  to  see  whether  or  not 
he  could  feel  anything  abnormal  there? 

A.     I  think  the  average  doctor  would. 

Q.  And  then,  if  he  found  nothing,  isn't  it  reason- 
able to  suppose  that  he  would  then  prescribe  testos- 
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terone,  methyl  testosterone,  let  us  confine  ourselves 
to  that,  he  might  inject  it,  I  don't  know,  say  for 
a  period  of  four  to  six  weeks  and  see  if  the  symp- 
toms were  relieved'? 

A.  Some  of  them  would,  some  of  the  average 
ones,  but  I  have  no  way  to  tell  statistically  whether 
53  per  cent  of  [294]  them  would  or  not. 

Q.     I  see.  A.     I  think  the  average,  that — 

Q.     Let  us  come  back  again 

Mr.  Danielson:     May  he  finish? 

Mr.  Elson:     Did  you  finish? 

The  Witness :  I  was  going  to  say,  by  the  average 
man  I  do  not  mean  any  genius,  but  I  consider  the 
average  practitioner  of  medicine  a  scholar,  a  stu- 
dent, somebody  who  tries  to  keep  up  with  the  latest 
things.  I  recognize  as  well  as  you  do  that  he  can 
read  these  things  in  certain  text  books,  that  there 
is  a  male  climacteric,  when  he  doesn't  feel  so  well 
he  ought  to  take  methyl  testosterone  or  testosterone 
in  one  way  or  another,  that  he  might  take  that.  But, 
for  many  years  now  in  our  medical  school  and  in 
a  number  of  others,  we  have  taught  that  these  symp- 
toms are  the  symptoms  of  being  run  down,  over- 
worked, fatigue,  that  one  can  usually  accomplish 
these  things  usually  better  by  a  vacation  on  the 
beach  than  by  drugs. 

Q.  (By  Mr.  Elson)  :  That  is  true,  that  is  what 
you  teach  in  the  university.  A.     Yes,  sir. 

Q.  But  isn't  it  true  that  the  fine  technical  knowl- 
edge that  you  people  are  teaching  in  the  university 
as  applied  to  the  subject  of  urology  is  not  something 
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that  is   known   completely    [295]    by   the   average 

doctor  that  we  are  talking  about? 

A.  All  of  the  young  medical  graduates  of  the 
last  10  years  have  had  it. 

They  get  it  as  a  matter  of  the  formal  medical 
course. 

Q.  Now,  with  our  average  doctor  that  we  are 
speaking  of,  hasn't  it  been  your  experience  that  he 
is  really  quite  a  busy  man? 

A.     That  is  right. 

Q.  Not  so  much  as  during  the  war,  but  still  he  is 
a  very  busy  man?  Isn't  it  true  that  with  such  an 
individual,  when  he  gets  through  administering  to 
his  patients,  that  there  is  not  very  much  time  for 
him  to  sit  down  and  read  scientific  articles  on  the 
mass  of  subjects  that  are  published  pertaining  to 
the  human  body,  that  is,  prostate,  heart,  brain,  and 
so  on,  and  so  on  and  so  on?  A.    Yes. 

Q.     Isn't  that  true?  A.     It  is  true. 

Q.  Now,  isn't  it  also  true  that  the  general  prac- 
titioner, therefore,  to  a  very  large  extent,  relies  upon 
the  information  concerning  different  products  that 
is  given  to  him  by  the  manufacturer  of  them,  in 
this  case  such  as  Schering,  Roche-Organon  and  Ciba, 
isn't  that  true? 

A.  I  don't  think  he  relies  on  it  quite  as  much 
as  might  be  inferred.  The  average  physician  I  think 
while  he  doesn't  [296]  have  much  time  to  read,  has 
some  time  to  read.  I  would  deny  that  he  had  no  time 
to  read.  I  think  the  average  physician  reads  the 
prescribed   reading,    namely,    the    Journal    of   the 
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American  Medical  Association,  which  practically 
every  physician  in  the  United  States  gets.  This 
Journal  has  review  articles  time  and  again,  ad 
nauseam,  so  if  he  misses  it  this  month,  he  is  apt  to 
get  it  four  months  later,  and  I  think  the  average 
physician  learns  in  both  ways.  He  learns  from  ev- 
ery person,  doctor,  nurse,  orderly,  medical  student, 
from  professors,  drug  salesmen  and  patients,  in 
every  other  way,  and  also  he  does  some  reading. 
So  just  where  he  might  get  his  information  I  would 
not  be  prepared  to  say.  [297] 

Q.  Now,  then,  coming  back  to  this  incipient  car- 
cinoma, we  have  our  average  doctor,  we  will  say, 
who  examines  a  man  and  finds  nothing  out  of  order. 
"Incipient"  in  Taber's  Medical  Dictionary  is  de- 
fined as  "beginning."  Is  it  your  opinion  that,  by 
such  method  of  examination,  the  doctor  we  are 
speaking  of  would  be  able  to  find  an  incipient  carci- 
noma of  the  prostate  ? 

A.    He  can  find  some  of  them  but  not  all. 

Q.  Would  you  say  in  the  majority  of  instances 
he  could  find  them? 

A.  I  think  in  the  minority  of  instances  he  can 
find  them. 

Q.  In  other  words,  isn't  this  true,  that  cancer 
starts  from  a  cell  and  it  multiplies  and  it  has  a  wild 
growth  throughout  the  body,  which  to  the  present 
time  is  uncontrolled,  and  so,  until  that  cell  is  multi- 
plied, or  has  multiplied,  many  thousands  of  times, 
there  wouldn't  be  any  physical  abnormality  of  that 
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organ  which  could  be  detected  by  the  doctor  by  that 
examination,  that  is,  preliminary  to  stimulation,  if 
it  were  stimulated  by  the  agents  which  we  know 
cause  it  to  grow? 

A.  With  androgen,  then,  in  a  few  weeks,  it  could 
very  likely  be  detected. 

Q.  I  understand  it  is  your  opinion  that,  even  if 
there  were  just  one  cell  there,  in  your  opinion,  such 
a  product  as  this  would  stimulate  it  more  and  more 
and  more?  [298] 

A.     That  is  my  opinion. 

Q.  But  I  am  talking  about  whether  in  its  incip- 
ient stage  the  doctor  would  be  able  to  find  something 
there  which  would  indicate  to  him  a  cancer  of  the 
prostate. 

A.  I  think  that  the  average  physician  might  be 
able  to  recognize  a  minority  of  them.  He  certainly 
couldn't  recognize  them  if  there  were  one  cell  or 
a  hundred  cells  or  a  thousand  cells  or  a  hundred 
thousand  cells.  But  that  is  biologically  very  few 
because  you  can  develop  a  hundred  thousand  cells  in 
a  week  or  two.  But  with  a  larger  number  you  could 
pick  them  up  so  you  will  get  a  minority  of  cases. 
And  the  better  the  physician  the  more  he  will  pick 
it  up. 

Q.  You  have  conducted  considerable  experi- 
ments on  this  subject  of  the  effect  of  testosterone 
on  the  growth  of  carcinoma  of  the  prostate  and 
you  have  written  several  articles  on  it? 

A.    Yes. 
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Q.  Your  first  i^aper  on  that  was  about  1939, 
wasn't  if? 

A.  I  think  I  mentioned  it  in  1939  but  the  first 
formal  presentation  was  1941. 

Q.  At  that  time  you  were  of  the  opinion  that 
testosterone  accelerated  the  growth  of  a  prostatic 
cancer  and  you  had  no  clinical  proof  of  it,  is  that 
correct  ? 

A.  No,  sir;  that  is  not  right.  AVhenever  we 
made  that  statement,  we  had  proof.  I  think  I 
have  had  proof  for  [299]  every  statement  I  have 
made  in  medical  literature. 

Q.  I  don't  have  the  article  right  here  in  front 
of  me  but  I  am  referring  to  reports  that  others 
have  made  concerning  reports  that,  in  turn,  you 
have  made.  A.     Yes,  sir. 

Q.  And  my  remembrance  of  them  was  that  in 
that  report  of  yours  of  1941  you  were  of  the  opin- 
ion and  suggested  that  cancer  of  the  prostate  was 
accelerated  by  testosterone.  [300] 

None  of  those  articles  made  the  statement  that 
you  reported  that  you  had  clinical  evidence  that    * 
it  was  a  fact  other  than  a  matter  of  your  opinion    , 
based  upon  inferences  from  other  things  you  had    f 
discovered  ? 

A.     No,  sir;  that  is  incorrect. 

Q.     It  is? 

A.  Yes,  sir.  It  states  categorically,  in  black 
and  white,  in  1941,  in  our  first  publication,  that  we 
had  proof  of  it. 

Q.    Will  you  tell  me  what  actual  proof  you  had 
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from  clinical  examination  that  testosterone  acceler- 
ated the  growth? 

A.  We  could  follow  it  by  examining  the  blood, 
phosphatase  enzymes  in  the  blood. 

The  Court:     Will  you  say  that  over,  Doctor "? 

A.  Yes,  sir;  phosphatase  enzymes  in  the  blood. 
Here  for  the  first  time  man  was  capable  of  meas- 
uring the  activity  of  a  cancer  by  chemical  means, 
which  I  didn't  do.  My  assistant  did  it  or  I  would 
do  it  and  she  would  get  the  blood.  So  the  exam- 
ination was  independent  of  knowing  what  treat- 
ment the  patient  was  getting,  how  he  was  feeling, 
what  size  the  cancer  was,  and  all  that.  And  we 
had  this  elegant  method — and  I  hope  you  will  ex- 
cuse me  for  saying  ''elegant" — we  had  this  elegant 
method,  and  we  could  tell  the  activity  of  the  dis- 
ease from  day  to  day  just  as  you  could  tell  the 
activity  of  an  infection  by  taking  a  patient's  tem- 
perature two  or  three  [301]  times  a  day.  We  could 
tell  wdiether  the  cancer  was  worse  or  not.  And 
we  gave  testosterone  and  the  cancer  was  worse  in 
two  or  three  days.  And  we  would  do  other  things. 
We  would  remove  the  testosterone  and  the  cancer 
would  be  better.  And  that  is  all  in  Cancer  Research 
for  March,  1941. 

Q.     Did  that  appear  in  the  form  of  a  book? 

A.    Well,  it  was  an  article,  so  to  speak. 

Q.     Where  was  the  article? 

A.  Cancer  Research,  Volume  1,  Page  293, 
March,  1941. 
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Q.  Cancer  Research,  Volume  1,  Page  293, 
1941?  A.     Yes,  sir. 

Q.  Now,  can  you  state  as  a  fact.  Doctor,  that 
the  activity  of  that  cancer  was  not  actually  caused 
by  something  else  in  the  body  and  then  stimulated 
by  testosterone,  that  is,  the  effect  of  putting  testos- 
terone into  the  body,  whether  its  effect  upon  some- 
thing else,  in  turn,  affected  that  and  so  on?  In 
other  words,  was  it  a  pathological  or  physiological 
condition  that  caused  that  acceleration  and  growth? 

A.  We  were  able  to  convince  ourselves  that  it 
was  the  testosterone  that  did  it. 

Q.  Have  you  had  any  more  recent  tests  in  which 
you  feel  that  your  conclusion  or  opinion  is  forti- 
fied ?  A.     Certainly. 

Q.    And  when  was  the  most  recent  one? 

A.  I  think  June,  1949,  in  Cancer  Research,  Vol- 
ume 9,  [302]  for  June,  1949. 

Q.  With  regard  to  those  symptoms  that  Mr. 
Danielson  read  off  to  you,  I  believe  I  understood 
you  correctly  to  say  that,  in  your  opinion,  those 
symptoms  or  conditions  would  not  be  aided  by  tes- 
tosterone even  though  they  were  the  result  of  a  hor- 
mone deficiency. 

A.  I  think  I  must  have  been  very  unclear  on 
the  matter.  jNluscular  strength  and  the  development 
of  the  secondary  sex  characteristics  in  young  cas- 
trates or  patients  with  hypogonadism  are  helped 
very  much  by  testosterone. 

Q.     How  about  these  others,  though? 

A.  Listlessness,  lack  of  memory  and  those  things 
cannot  be  helped  in  any  person. 
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Q.  Even  if  they  were  suffering  from  a  hormone 
deficiency?  A.     Quite  right. 

Q.  Did  I  understand  you  to  say  that  you  did 
not  believe  that  there  was  such  a  thing  as  the  male 
climacteric  ? 

A.  I  did,  although  I  qualified  it  by  saying  there 
is  a  difference  of  opinion  in  medical  circles.  I  am 
certain  on  the  point.  There  is  no  doubt  in  my 
mind  that  there  is  no  male  climacteric  but  I  can 
quote  some  references  by  people  who  say  that 
there  is. 

Q.  I  notice  in  the  literature  that  there  are  a 
great  number  of  articles  in  which  the  male  climac- 
teric is  discussed.  A.     That  is  right.  [303] 

Q.  And  I  take  it  you  do  not  share  the  opinion 
of  those  investigators  that  there  is  a  male  meno- 
pause or  climacteric  and  so  on? 

A.     That  is  true. 

Q.  By  the  way,  isn't  it  a  fact  that  there  is  no 
appreciable  hormone  storage  in  the  body? 

A.  Hormone  storage  is  a  matter  of  four  of  five 
days  only. 

Q.    Does  it  last  that  long? 

A.  Yes;  it  lasts  four  or  five  days.  I  agree  with 
you  that  indicates  there  is  no  appreciable  hormone 
storage. 

Q.  In  other  words,  four  or  five  days  you  would 
not  consider  to  be  a  period  that  would  be  long 
enough  to  be  placed  in  the  category  of  the  secre- 
tion being  stored? 

A.     No;  that  is  not  appreciable. 
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Q.  You  spoke  of  the  patients  in  your  hospital.  I 
was  just  wondering  when  you  were  testifying  who 
comes  to  your  hospital.  Is  it  just  anybody  that 
wants  to  come  in?  A.     Yes,  unfortunately. 

Q.  And  I  suppose  that  they  are  people  who 
don't  have  the  funds  to  go  to  a  regular  hospital  and 
pay  for  if? 

A.  No,  sir;  that  isn't  quite  right.  The  Univer- 
sity of  Chicago  Hospital  is  owned  and  operated  by 
the  University  of  Chicago.  In  order  to  keep  the 
roof  over  the  heads  of  the  professors,  it  is  neces- 
sary for  us  to  charge  a  fee.  So  that  the  [304]  pa- 
tients that  we  see  are  private  patients  in  large 
part  and  we  see  charity  patients  also.  But  most 
of  them  pay  for  their  service. 

Q.  Is  it  your  opinion  that  testosterone  causes 
cancer  of  the  prostate? 

A.  It  is  not  known  what  causes  cancer  of  the 
prostate.  It  is  my  opinion  that  it  does  but  that  is 
a  qualified  opinion.  We  have  no  definite  knowl- 
edge.   All  I  know  is  that  testosterone  activates  it. 

Q.  It  couldn't  very  well  cause  cancer  of  the  pros- 
tate, could  it,  because,  if  it  did,  why  every  normal 
male  would  be  doomed  to  die  of  cancer  of  the  pros- 
tate? 

A.  No;  that  is  not  very  acceptable  reasoning 
to  me.  It  is  my  impression  that  testosterone  causes 
it  but  we  have  very  salutary  mechanisms  in  the 
body  whereby  only  one-third  of  us  get  it,  and  we 
have  it  14  to  33  per  cent  at  the  age  of  50  probably. 
There  are  salutarv  mechanisms  wherebv  the  hor- 
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mone  level  falls  50  per  cent  and  the  tumor  is  not 

stimulated,  but  it  can  be  stimulated  when  we  give 

testosterone. 

Q.  Your  opinion  would  be,  then,  that  in  an  in- 
dividual whose  testosterone  production  did  not  de- 
crease with  advancing  years,  the  testosterone  that 
he  produced  would  cause  cancer  of  the  prostate? 

A.     I  think  so,  but  that  is  just  an  opinion. 

Q.  You  have  no  particular  evidence  to  sup- 
port if?  [305]  A.     No. 

Q.  By  the  way,  that  opinion  of  yours  is  not 
shared  by  others,  is  if? 

A.     Well,  I  don't  know  about  that. 

Q.  Pardon  me  just  a  moment.  Doctor,  I  have 
here  a  September  28,  1946,  issue  of  the  Journal  of 
the  American  Medical  Association,  and,  under 
"Queries  and  Medical  Notes,"  on  page  252,  this 
question  was  submitted  by  a  doctor  in  New  Jersey 
to  the  American  Medical  Association  for  answer. 
The  question  was :  ''A  man  aged  46  with  impotentia 
coeimdi  has  been  administering  25  milligrams  of 
methyltestosterone  to  himself  every  other  day  for 
the  past  year  with  gratifying  results.  The  patient 
now  insists  on  having  a  pellet  of  testosterone  pro- 
pionate inserted  in  his  thigh.  Can  the  administra- 
tion of  25  milligrams  of  methyltestosterone  every 
other  day  be  continued  indefinitely  or  could  the  pel- 
let be  inserted  without  danger  of  eventually  causing 
cancer  of  the  prostate? 

"Answer.  Testosterone  propionate  is  probably 
more  effective  when  administered  by  injection  than 
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when  implanted  in  the  form  of  pellets.  There 
would  be  no  objection  to  a  trial  of  the  material  in 
pellets.  The  danger  of  the  development  of  car- 
cinoma of  the  prostate  is  no  greater  with  one  form 
of  administration  than  with  another. 

"Carcinoma  of  the  prostate  apparently  occurs 
rarely  in  a  patient  who  is  receiving  treatment  with 
testosterone  propionate ;  [306]  the  medicament  may 
be  given  when  indicated  without  worrying  about 
its  carcinogenic  properties.  Every  patient  receiv- 
ing it  should  be  carefully  examined  to  make  sure 
that  carcinoma  of  the  prostate  is  not  present  be- 
fore treatment  is  started.  Under  such  circum- 
stances the  treatment,  of  course,  would  not  be  given. 
If  carcinoma  is  not  present  initially,  the  likeli- 
hood of  inducing  it  with  testosterone  propionate 
is  evidently  so  slight  that  it  may  be  disregarded." 

Do  you  share  the  same  opinion  as  the  writer  of 
this  answer?    Would  you  like  to  see  this? 

A.     Yes.     Could  I  look  at  it? 

Q.    Yes. 

A.  As  I  stated  before,  we  don't  know  what  the 
cause  of  cancer  of  the  prostate  is.  I  agree  that 
every  patient  receiving  it  should  be  carefully  ex- 
amined to  make  sure  that  cancer  of  the  prostate 
is  not  present  before  treatment  is  started.  The 
editor  says,  "If  carcinoma  is  not  present  initially, 
the  likelihood  of  inducing  it  with  testosterone  pro- 
pionate is  evidently  so  slight  that  it  may  be  dis- 
regarded." 
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I  would  disagree  with  that  although,  as  I  say, 
I  don't  know  what  the  cause  of  this  is. 

Q.  By  the  way,  would  you  think  that,  if  a  per- 
son were  administered  an  injection  of  50  milligrams 
of  testosterone  propionate,  and  then  were  given  10 
milligrams  of  methyltestosterone,  a  hundred  tab- 
lets, to  be  taken  once  a  day,  that  [307]  there  might 
be — or,  in  your  opinion,  would  that  tend  to  acceler- 
ate the  growth  of  an  incipient  carcinoma? 

A.    Yes,  sir. 

Q.  At  one  time  it  was  your  opinion  that  the 
method  of  combating  cancer  of  the  prostate  was 
by  castration?  A.     It  still  is  my  opinion. 

Q.  But  I  think  that  in  your  direct  examination 
you  stated  that  you  didn't  do  that  now  as  frequently 
as  formerly? 

A.  Oh,  no.  That  is  the  best  method  of  control 
and  we  still  do  that. 

Q.  Oh,  I  beg  your  pardon.  I  had  understood 
that  you  had  said  that  you  did  do  it  and  now  you 
don't  do  it. 

A.  No.  We  have  these  two  methods.  The  cas- 
tration operation  is  more  effective  than  the  female 
sex  hormones. 

Q.  I  think  you  briefly  said  that — wait  a  minute. 
You  know  Dr.  Ira  T.  Nathanson  don't  you? 

A.     Very  well. 

Q.  Are  you  familiar  with  his  article  appearing 
in  the  symposium  entitled  "Recent  Progress  in 
Hormone  Research,  Volume  1,  1947"? 

A.     No,  sir. 
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Q.  In  that  article,  entitled  "Endocrine  Aspects 
of  Hmnan  Cancer,"  he  discusses  tumor  of  the 
breast,  cancer  of  the  breast  and  cancer  of  the  pros- 
tate gland  and,  finally,  in  conclusion,  it  is  stated 
as  follows:  "A  considerable  number  [308]  of  data 
bearing  on  the  relation  of  the  endocrine  organs  to 
tumors  have  accumulated.  The  administration  of 
sex  hormones  through  experimental  animals  has 
resulted  in  the  production,  the  augmentation  and 
the  inhibition  of  benign  and  malignant  tumors. 
These  changes  are  limited  to  definite  types  of  tu- 
mors in  different  species,  as  well  as  to  certain 
strains  in  any  one  species  of  animal.  Thus,  there 
are  other  factors  that  determine  the  reaction  of  a 
tissue  to  a  hormonal  stimulus,  and  the  susceptibility 
of  an  animal  to  the  induction  of  neoplasm.  It  is 
difficult  to  interpret  these  facts  in  terms  of  human 
cancer.  Nevertheless,  they  are  of  extreme  impor- 
tance in  the  study  of  the  origin  and  course  of  can- 
cer in  general."  Would  you  share  the  conclusions 
stated  there  by  Dr.  Nathanson  with  respect  to  the 
causing  and  acceleration  of  the  growth  of  a  pros- 
tatic cancer? 

A.  I  didn't  think  that  he  mentioned  anything 
about  that. 

Q.  He  was  speaking  of  the  cancers  he  had  dis- 
cussed in  his  article,  one  of  which  was  cancer  of 
the  prostate. 

A.  I  think  animal  research  has  a  greater  sig- 
nificance toward  human  problems  than  he  states. 

Q.     Animal  experiments  don't  mean  necessarily 
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you  can  translate  those  into  the  same  effect  on  hu- 
mans, does  it? 

A.  There  are  some  reservations  but,  in  general, 
you  can. 

Q.  In  experiments  with  rats,  for  instance,  is  it 
usual  to  select  rats  or  mice  for  experimental  pur- 
poses who  are  [309]  particularly  susceptible  to 
cancer  ?  A.     Correct. 

Q.  Is  it  your  opinion,  though,  that  animal  ex- 
laerimentation  or  using  animals  as  subjects  can  ac- 
curately be  translated,  in  so  far  as  cancer  of  the 
prostate  is  concerned,  to  its  effect  upon  humans'? 

A.  Well,  the  tyx)e  of  cancer  of  the  prostate  that 
humans  have  has  never  been  produced  in  animals. 

Q.  I  wonder  if  this  article  here  would  have  any 
significance  to  you  in  connection  with  w^hat  you 
have  just  said.  It  is  in  the  book  entitled,  ''En- 
docrinology of  Neoplastic  Diseases.'^  Are  you  fa- 
miliar with  it? 

A.  I  am  familiar  with  it.  What  is  the  date 
of  it? 

Q.     1947.     On  Page  207  the  author  of  the  ar- 
ticle says,  "In  spite  of  the  evidence  in  man  that 
carcinoma  of  the  prostate  is  improved  by  orchidec- 
tomy,  and  made  worse  by  the  injection  of  andro- 
gens, there  are  no  reports  of  the  production  of  car- 
cinoma of  the  prostate  in  animals  by  injection  of 
androgens.    These  studies  include  those  of  Rossole 
i   and  Zahler  on  adults  and  of  Zahler  on  senile  dogs. 
1   In  both  instances  the  period  of  study  was  relative 
I  short  and  the  amount  of  androgen  given  was  prob- 
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ably  inadequate.     Ziickerman  and  Parkes  injected 
242.5  milligrams  of  testosterone  propionate  into  a 
castrated  rhesus  monkey  during  91  days.    The  his- 
tologic structure  of  the  prostate  was  normal. ' '  [310] 

If  my  mathematics  are  correct,  that  would  figure 
out  about  2.66  milligrams  injected  every  day.  Would 
that  have  any  significance  in  connection  with  what 
you  have  told  us  about  the  effects  of  testosterone 
propionate  or  testosterone  accelerating  the  growth 
of  cancer  *? 

A.  No,  sir.  The  fact  that  it  has  never  been  pro- 
duced in  experimental  animals,  while  distressing 
to  a  professional  investigator  like  myself,  doesn't 
mean  that  the  thing  is  hopeless.  What  we  know 
about  cancer  of  the  prostate  is  as  follows:  It  has 
never  been  observed  in  a  castrate  man,  if  a  person 
was  castrated  in  early  life  for  one  reason  or  an- 
other. So  I  know  this,  that  the  presence  of  the 
functioning  testes  is  essential.  It  must  be  there 
for  some  years;  otherwise  no  cancer.  [311] 

*     *     * 

Q.  Doctor,  eliminating  eunuchoids  and  castrates 
from  consideration,  approximately  how  much  tes- 
tosterone in  one  form  or  another  do  you  think  that 
your  hospital  has  prescribed  say  in  the  last  five 
years'? 

A.  Well,  the  only  indication  we  have  accepted 
for  those  is  in  the  cancer  of  the  breast,  in  women, 
Avhere  the  drug  has  a  different  effect  than  it  has 
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in  the  male.     There  it  causes  the  cancer  to   de- 
crease. 

Q.  Pardon  me.  I  am  eliminating  women.  I 
am  speaking  only  about  men. 

A.  I  don't  think  we  have  prescribed  any  in  our 
hospital. 

Q.     In  the  last  five  years'?  A.     Yes. 

Q.  Now,  on  this  subject  of  the  male  climacteric, 
you  are  familiar,  of  course,  with  the  publication, 
The  Urologic  and  Cutaneous  Review? 

A.     Yes,  sir.  [313] 

Q.  And  with  Hans  Lisser  and  Robert  F.  Esca- 
milla?  A.     Yes,  sir. 

Q.  And  they  have  written  for  that,  as  you  re- 
call, on  some  occasions  ?  A.     Yes. 

Q.  Now,  I  call  your  attention  to  volume  46, 
page  87,  of  the  issue  of  February,  1942,  an  article 
appearing  by  them,  entitled  ''Testosterone  Com- 
pounds in  the  Male.  Clinical  Indications  and  Meth- 
ods of  Administration."  On  page  90  they  state  as 
follows,  under  the  subheading  "Male  Menopause": 

"Until  recently  the  male  menopause  has  been  ig- 
nored except  for  rather  bizarre  attempts  at  reju- 
venation by  testicular   graftings   or  by  tying  the 
spermatic   cord    (Steinach's   operation).     Perhaps 
this  neglect  was  due  to  the  conception  that  the  male 
menopause  consisted  merely  of  the  natural  diminu- 
;  tion  and  final  loss  of  libido  and  potency  in  advanc- 
j  ing  years.    Little  heed  was  given  to  the  less  obvi- 
ous but  more  important  manifestations  consisting 
i  of  mild  vasomotor  flushes,  increasing  irritability, 
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failing  memory  and  decreased  capacity  for  mental 
effort.  The  customary  day's  work  is  not  accom- 
plished as  speedily,  as  cheerfully  or  as  effectively 
as  before.  We  are  inclined  to  believe  that  during 
this  period  conservative  androgen  therapy  is  indi- 
cated and  may  be  highly  beneficial.  However,  care 
must  be  exercised  to  avoid  undue  sexual  stimula- 
tion, especially  in  men  [314]  between  50  and  70 
years  of  age  who  suffer  from  hypertension  or  show 
evidence  of  arteriosclerosis  or  myocardial  damage." 

Are  you  in  agreement  or  disagreement  with  the 
statement  of  the  writers  of  that  article? 

A.  I  am  in  disagreement  with  the  indications 
for  the  drug. 

Q.  Now,  in  the  same  publication,  a  different  vol- 
imie,  volume  50,  issue  of  March,  1946,  there  is  an 
aarticle  entitled  "A  Contribution  to  the  Endocrine 
Aspect  of  the  Impotence  Problem — A  Report  of 
Thirty-nine  Cases,"  by  Harry  Benjamin,  M.  D.,  of 
New  York  City.    Do  you  know  Dr.  Benjamin? 

A.     I  know  the  name. 

Q.  In  that  article  he  discusses  those  cases  and 
states  as  follows,  on  page  143: 

''As  for  gratifying  general  results,  they  were  ob- 
served in  72%  of  the  cases  in  the  group  receiving 
parenteral  treatment,  and  in  11A%  of  the  patients 
who  were  given  methyl  testosterone.  These  figures 
are  in  close  agreement  and  indicate  that  there  is 
no  dilference  in  the  gneral  response  irrespective  of 
the  compound  administered.  Improvement  of  ap- 
])etite,  gain  in  weight  and  physical  strength,  ameli- 
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oration  of  urinary  disturbances  and  increased  mem- 
ory,  endurance,   ability  to   concentrate,   etc.,   were 
frequently  observed  in  both  groups." 

Are  you  in  agreement  or  disagreement  with  the 
statements  [315]  that  I  have  read  of  the  author? 

A.     In  disagreement,  sir. 

The  Court:     What  was  the  date  of  that  last? 

Mr.  Elson:     1946,  your  Honor,  March,  1946. 

Q.  Now,  in  the  Journal  of  Urology,  volume  49, 
at  page  872  of  the  issue  of  June,  1943,  is  an  article 
entitled  ''The  Male  Climacteric:  Additional  Ob- 
servations of  Thirty-seven  Patients,  by  August  A. 
Werner. ' ' 

Do  you  know  Dr.  Werner? 

A.     I  know  the  name. 

Q.  Now,  if  you  will  bear  with  me,  if  your  Honor 
please,  this  will  be  a  little  bit  longer  than  the  others. 
On  page  872  the  author  speaks,  under  the  subhead- 
ing of  ''Subjective  Symptoms,"  he  says: 

"Since  the  climacteric  is  the  result  of  a  neuro- 
endocrine imbalance,  it  is  necessarily  functional. 
The  subjective  symptoms  accompanying  gonadal 
hypo-function  render  the  patient  more  uncomforta- 
ble than  do  the  objective  signs.  As  reported  for 
the  female,  the  symptoms  in  the  male  may  be  clas- 
sified as  (1)  nervous,  (2)  circulatory  and  (3) 
general." 

Then,  dropping  down,  the  writer  makes  this  dis- 
cussion under  those  three  symptoms  that  I  have 
just  read: 

"Nervous  symptoms.    All  patients  complained  of 
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an  intense  subjective  nervousness,  or  a  feeling  of 
tension.  There  is  a  sensation  of  an  inward  tremu- 
lousness,  which  usually  does  [315]  not  become  mani- 
fest. This  is  especially  noticeable  upon  arising  dur- 
ing the  night  or  in  the  morning.  Excitement  or 
fatigue  accentuate  it,  and  then  a  tremor  may  be 
noticeable,  which  should  not  be  attributed  to  hyper- 
thyroidism. 

' '  Nervous  people  are  irritable  and  they  are  easily 
aggravated  or  excited  to  anger  by  word  or  deed. 
Noises  of  playing  children,  the  radio,  almost  any- 
thing stirs  them  to  action.  In  fact,  they  need 
no  special  stimulus.  They  are  hard  to  please  and 
frequently  the  family  or  associates  say  that  they 
can  hardly  get  along  with  them.  In  many  instances 
they  acknow^ledge  this  condition,  but  state  that  they 
cannot  help  being  so. 

"Excitability  is  a  nervous  state  in  which  the  per- 
sons respond  to  ordinary  stimuli  in  an  exaggerated 
manner,  especially  as  regards  the  psychic  response. 
Unfavorable  news,  slight  mishaps,  arguments,  all 
manner  of  little  occurrences  that  would  not  disturb 
a  normal  individual  cause  quite  a  nervous  and 
mental  flurry. 

"A  large  majority  of  these  patients  complain  of 
sleeping  poorly.  They  may  be  restless,  sleeping 
only  for  short  intervals  during  the  night.  Some 
fall  asleep  quickly  upon  retiring  only  to  awaken 
within  one-half  hour  and  remain  awake  for  vary- 
ing lengths  of  time.  Others  do  not  sleep  upon  re- 
tiring until  after  midnight.     Some  complain  that 
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they  sleep  well  until  2  or  3  a.m.  and  then  remain 
awake  until  morning.  [317]  Patients  who  do  not 
sleep  at  night  find  themselves  exhausted  the  next 
day  and  must  sleep  during  the  day  time.  This  de- 
sire to  sleep  during  the  daylight  hours  must  not  be 
confused  with  somnolence. 

"Formication,  a  sensation  as  if  ants  or  insects 
were  crawling  over  the  skin,  especially  on  the  back 
and  body,  is  frequently  complained  of.  There  may 
be  itching,  prickling  or  tingling  of  the  skin.  Numb- 
ness and  tingling  of  the  hands,  feet,  or  one  or  more 
of  the  extremities  often  occurs.  Frequently  these 
people  awaken  while  lying  in  bed  and  find  the  ex- 
tremities completely  numb.  Some  have  stated  that 
they  had  to  sit  up  and  rub  their  arms  or  legs,  and 
one  person  awakened  and  arose  to  go  to  the  bath- 
room and  fell  to  the  floor  because  the  feet  were 
numb. 

"Headaches  of  various  types  and  location  occur, 
but  are  rarely  migrainous.  They  may  be  described 
as  a  dull  to  severe  ache,  usually  not  neuralgic,  and 
may  occur  irregularly  or  be  continuous.  Their  lo- 
cation may  be  temporal,  frontal,  vertex  or  occipital, 
with  any  combination  of  these.  There  are  two  types 
of  headaches  which  have  almost  specific  diagnostic 
importance  in  gonadal  hypof unction :  viz.,  vertex 
and  occipito-cervical.  The  occipito-cervical  ache 
may  radiate  to  the  neck,  over  the  scapular  regions 
or  down  the  spine.  It  may  last  from  hours  to  sev- 
eral days  and  when  present  the  patients  complain 
that  their  mind  seems  hazy   or   fogged,   and   this 
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mental  [318]  haziness  may  last  for  days.    The  ver- 
tex ache  is  frequently  described,  as  if  a  great  weight 
were  resting  on  the  head,  or  as  a  feeling  of  pres- 
sure. 

"There  is  decreased  memory  and  ability  for  men- 
tal concentration.  Cerebration  is  slowed,  and  they 
are  forgetful,  especially  for  recent  events.  If  they 
read  an  article  they  cannot  tell  what  they  have  read, 
and  must  reread  it  several  times  before  it  regis- 
ters; names,  figures  and  dates  are  especially  diffi- 
cult to  remember. 

"Depression  or  mild  melancholia  is  an  important 
symptom ;  when  this  is  present  the  patients  have  loss 
of  interest  in  their  work,  their  home,  or  in  their 
past  pleasurable  diversions,  they  w^ant  to  avoid  peo- 
ple and  may  cry  for  no  special  reason.  They  real- 
ize that  there  is  something  wrong  within  themselves 
and  they  become  introverts  and  are  ill  at  ease,  have 
fear  of  some  impending  danger  and  w^orry  unneces- 
sarily. There  is  a  loss  of  self-confidence  and  a 
feeling  of  futility.  At  this  stage  of  the  condition, 
these  patients  verge  on  psychosis,  may  be  self-ac- 
cusatory, have  thoughts  of  self-destruction  and  may 
actually  commit  the  act.  This  extreme  stage  has 
previously  be  referred  to  as  involutional  melan- 
cholia; it  is  a  psychosis,  but  of  definite  endocrine 
origin,  as  described  above. 

"Circulatory  symptoms.  Hot  flushes  are  char- 
acterized by  a  sudden  redness  of  the  face  and  neck, 
upper  chest  and  at  [319]  times  most  of  the  body. 
This  is  akin  to  blushing  and  is  due  to  dilatation  of 
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the  superficial  capillaries  of  the  skin.  It  is  a  very 
imcomfortabe  sensation,  generally  of  short  dura- 
tion but  may  last  %  hour  or  even  longer,  if  the 
statements  of  some  patients  are  correct.  Fre- 
quently this  is  described  as  a  smothering  sensation. 
They  may  be  accompanied  by  profuse  perspiration. 
There  may  be  vertigo  and  scomata  or  tingling  or 
prickling  sensations  over  the  head,  neck  and  body. 
Occasionally,  hot  flushes  alternate  with  chilly  sen- 
sations over  the  same  area  or  follow  them.  Hot 
flushes  may  accompany  disturbances  of  the  cardio- 
vascular system,  especially  arteriosclerosis  with 
hypertension,  but  these  conditions  can  be  eliminated 
by  jDroper  diagnosis. 

"Tachycardia,  palpitation  and  dyspnea,  more 
than  usual  upon  moderate  effort,  without  evident 
cardio-renal  disease  is  complained  of.  Walking  a 
short  distance,  ascending  a  flight  of  stairs,  almost 
any  moderate  effort  causes  cardiac  consciousness. 
Many  of  these  patients  have  this  group  of  symp- 
toms occur  while  sitting  quietly  or  even  while  lying 
in  bed.  At  times  they  are  awakened  from  their 
sleep  by  tachycardia  and  palpitation. 

"Vertigo,  esi^ecially  with  change  of  position  is 
often  noticed,  with  no  cardiovascular  lesion  to  ac- 
count for  it.  Vertigo,  tinnitus  and  scotomata  are 
usually  associated  symptoms;  of  these  vertigo  oc- 
curs most  frequently.  Scotomata  may  [320]  occur 
as  dark,  red  or  silvery  specks  floating  before  the 
eyes. 
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' '  Cold  hands  and  feet  at  any  season,  is  complained 
of  by  many  of  these  patients. 

''The  pulse  is  usually  not  affected  much,  unless 
there  is  some  intercurrent  condition  and  the  blood 
pressure  may  be  increased  in  an  occasional  patient. 

"General  symptoms.  Lassitude  and  fatigability 
are  often  present.  Some  of  these  people  state  that 
there  is  marked  decrease  of  endurance,  they  fatigue 
easily.  •  Others  complain  that  they  are  constantly 
tired,  or  that  upon  arising  in  the  morning  they  are 
unrested  or  feel  more  tired  than  when  they  went 
to  bed. 

"Vague  pains  are  complained  of  and  their  location 
may  be  as  legion  as  the  distribution  of  the  nervous 
system.  However,  when  a  patient  complains  of 
pain,  one  must  make  a  definite  effort  to  determine 
its  significance,  before  it  is  lightly  dismissed. 

"Potency  is  something  apart  from  libido.  Po- 
tency is  more  easily  determinable  in  the  male  than 
in  the  female  for  obvious  reasons.  Libido  in  a 
large  degree  depends  upon  the  mental  reaction  and 
may  be  present  in  the  absence  of  potency.  The 
author  has  had  quite  a  few  women  state  that  libido 
was  more  marked  during  the  menopause,  then  at 
any  other  time  in  their  life.  This  can  be  easily 
explained  in  both  sexes  because  libido  operates 
through  the  conscious  mind.  [321] 

"Constipation  is  frequently  found  in  hypof unc- 
tion of  the  thyroid  and  pituitary  glands  in  which 
we  have  a  relative  vagotonia.  Many  of  these  pa- 
tients complain  of  a  gastric  syndrome   character- 
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ized  by  distension  and  eructation  after  meals  with 
no  organic  lesions.  This  is  probably  secondary  to 
the  nervousness  and  the  constipation  and  usually 
disappears  with  sedation  and  proper  elimination. 
While  some  cases  of  constipation  may  have  a  glan- 
dular basis,  the  vast  majority  are  probably  due  to 
improper  habits,  diet,  gastro-intestinal  disease,  etc." 

Now,  are  you  in  agreement  or  disagreement  with 
the  author's  discussion  of  the  three  symptoms  and 
the  sub-symptoms,  or  the  three  symptom  headings 
that  he  classes  as  associated  with  that  condition? 

A.  I  think  they  are  absurd.  I  am  in  complete 
disagreement. 

Q.     Now,  Doctor,  on  the  subject  of  fertility 

Mr.  Danielson:  Is  there  any  explanation  that 
you  could  make.  Doctor,  of  these  symptoms  on  this 
particular  discourse  on  this  article? 

The  Witness :  If  I  could  speak  for  about  a  min- 
ute. Due  to  our  treatment,  we  have  had  a  great 
opportunity  to  remove  the  testes  of  very  many  men 
with  cancer  of  the  prostate  gland  and  so  that  w^e 
know  from  intimate  experience  what  the  symptoms 
of  male  hormone  deficiencies  are  since  removal  of 
the  [322]  testes  is  the  most  drastic  type  of  male 
hormone  deficiency  that  it  is  possible  to  obtain; 
none  of  these  patients  complains  of  nervousness, 
tremulousness,  irratibility,  constipation,  insomnia, 
eructation,  scotomata,  vertigo,  headaches,  all  these 
other  things.  These  patients  feel  well  except  for 
one  thing,  they  develop  hot  flushes  and  profuse  pers- 
piration attacks.    These  symptoms,  it  seems  to  me 
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that  these  writers  have  spoken  about,  we  attribute 
them  to  fatigue  and  psychoneurosis  and  not  due  to 
hormonal  deficiency  because  a  man  completely  de- 
prived of  testes  does  not  complain  of  any  of  these 
symptoms. 

Q.  (By  Mr.  Elson)  :  Now,  Doctor,  however,  the 
article  of  the  Journal  of  Urology  is  considered  to  be 
an  authentic  publication,  isn't  \t% 

A.     Well,  the  Journal  is  usually  pretty  good. 

Q.  And  it  is  quite  widely  distributed  to  medical 
men  who  are  interested  in  that  phase  of  medicine? 

A.     That  is  quite  right. 

Q.     Pardon  me? 

A.  I  still  deny  them  as  taking  them  as  a  sign 
of  male  hormone  insufficiency. 

Q.  And  it  is  to  be  found  in  practically  every 
well-stocked  medical  library  in  the  country,  isn't  it? 

A.     Quite  right. 

Q.  Isn't  Dr.  Werner  considered  to  be  a  urologist 
or  a  [323]  doctor  of  considerable  repute  in  that 
field? 

A.  Dr.  Werner  is  an  endocrinologist  and  he  is 
well  known.     Let  us  put  it  that  way. 

Q.  In  other  words,  you  disagree  with  his  state- 
ments ? 

A.     I  think  he  is  well  but  not  favorably  known. 

Q.    How  about  Dr.  Lisser  and  Dr.  Escamilla? 

A.     The  same. 

Q.  Now,  on  this  subject  of  fertility,  I  am  going 
to  do  what  I  did  vesterdav  with  counsel's  state- 
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ments,  and  cut  our  time  shoi*t  and  accomplish  the 

same  result,  anyway. 

I  have  here  a  little  pamphlet  that  is  put  out  by 
the  Professional  Service  Division  of  Ciba  Pharma- 
ceutical Company  and  in  that  the  various  state- 
ments are  made  which  are  reported  to  be  from  the 
literature.  In  discussing  the  effect  of  testosterone 
propionate  and  methyl  testosterone  on  the  testes, 
they  say  as  follows,  and  I  am  only  reading  the  last 
sentence,  and  that  is  on  page  8  of  that  pamphlet, 
and  the  pamphlet  number  is  108: 

"Other  authors  have  pointed  out  that  both  num- 
ber and  viability  of  the  spermatozoa  can  fluctuate 
during  the  continued  use  of  androgens  or  that  the 
cause  is  usually  of  minor  significance  as  compared 
to  the  enormous  improvement  obtained  in  all  other 
respects." 

The  quote  being  an  article  by  Dr.  Lisser  and  Dr. 
Escamilla  appearing  in  the  Urology [324] 

A.     Urology  and  Cutaneous  Review. 

Q.    Urology  and  Cutaneous  Review,  volume 

46,  page  87,  written  in  1942. 

Are  you  in  agreement  or  disagreement  with  the 
statement  that  is  quoted  of  the  authors  there? 

A.  If  I  understand  it  correctly,  my  position,  I 
would  like  to  say  that — let  us  begin  again.  So  far 
as  the  doses  of  androgen  will  cut  down  the  spern; 
count — the  statement  that  you  read  to  me  was  rather 
ambiguous  that  there  were  fluctuations  in  certain 
patients,  but  despite  those  fluctuations,  better  go 
ahead  with  the  treatment  anyway  because  of  good 
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improvement  in  the  sense  of  Dr.  Lisser  and  his  col- 
league.    But   actually  the  sperm  count,   provided 
enough  testosterone  is  taken,  goes  right  down  and 
may  reach  zero.  [325] 

Q.  But  you  are  not,  as  I  understand  it,  then, 
in  agreement  with  their  opinion  that  that  fact  is 
of  minor  significance  as  compared  to  the  enormous 
improvement  obtained  in  all  other  respects'? 

A.  No,  sir;  I  am  not  because  it  may  be  of  very 
great  significance  if  a  husband  becomes  sterile. 

Q.  Isn't  it  a  fact  that  the  age  bracket  of  most 
men  who  take  testosterone  is  generally  45  on  up? 

A.  I  know  a  lot  of  young  people  who  would  take 
it  if  they  could  get  hold  of  it. 

Q.  I  am  not  going  to  object  to  that.  It  is,  obvi- 
ously, a  conclusion.  Do  you  feel  there  are  a  lot 
of  young  people  who  would  take  it  if  they  could? 

A.    Yes. 

Q.  Getting  back  to  my  question,  isn't  it  true 
that  the  majority  of  people  who  take  testosterone 
are  in  the  bracket  of  45  and  up?  A.     Right. 

Q.  Now,  is  it  your  opinion  that  men  within  that 
age  bracket  are  generally  interested  in  producing' 
offspring  ? 

A.     Generally,  they  are  not. 

Q.  Just  one  other  question.  You  are  aware 
aren't  you,  that  hundreds  of  thousands  of  packages 
of  testosterone  in  one  form  or  another  are  sold  by 
Schering  Corporation,  the  Ciba  and  Roche-Organo 
every  year;  that  it  may  run  into  the  [326]  mil- 
lions?   I  don't  know.  A.     That  is  right. 
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Q.  Isn't  it  strange  to  you,  Doctor,  that,  if  what 
you  say  is  true,  that  so  many  men  have  a  dormant 
prostate  cancer  and  that  testosterone  will  acceler- 
ate its  growth,  the  incidence  of  actually  diagnosable 
prostatic  cancer  and  recognizable  distress  of  the 
individual  because  of  it,  in  view  of  that  large  quan- 
tity sold,  it  is  not  greater  than  it  is? 

A.  I  think  that  5  per  cent  of  men  over  50  dying 
with  cancer  of  the  prostate  is  a  very  high  percen- 
tage as  it  is. 

Q.  Then,  you  attribute  that,  do  you,  or  would 
you  in  part,  to  the  large  volume  that  is  sold  by  these 
companies  % 

A.  I  didn't  say  that.  I  think  that  this  is  a  very 
common  disease.  I  am  impressed  by  the  large 
amount  of  it  in  the  American  population. 

Q.  Isn't  it  your  experience  that  for  the  most 
part  testosterone  throughout  the  United  States  is 
sold  on  prescription?  A.     Right. 

Q.  So  that,  if  testosterone  is  responsible  for  a 
high  percentage,  as  you  say,  of  men  dying  of  can- 
cer of  the  prostate,  then  the  fault  lies  with  the  doc- 
tors who  administer  it? 

A.  I  think  that  the  drug  is  a  very  valuable  drug, 
and  we  must  always  prescribe  testosterone.  The 
only  point  I  have  is  it  must  be  given  under  super- 
vision to  detect  the  serious  [327]  things  that 
happen. 

Q.  Wait  just  a  moment.  I  think  I  am  about 
through.     I  have  no  further  questions. 
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Redirect  Examination 
By  Mr.  Danielson: 

Q.  I  have  just  a  few  questions  for  clarification, 
your  Honor.  Doctor,  what  do  you  mean  by  orchi- 
dectomy  ? 

A.     That  is  surgical  removal  of  the  testes. 

Q.  And  what  do  you  mean  by  the  expression 
*' indications  for  the  drug"? 

A.  Indications  for  the  drug  in  the  male — the 
only  ones  I  recognize  are  hypogonadism  and  cas- 
tration, for  other  reasons  than  for  cancer  of  the 
prostate. 

Q.  Doctor,  when  an  early  or  incipient  cancer  of 
the  prostate  is  diagnosable,  is  it  possible,  through 
male  hormone  therapy,  by  periodic  regular  exami- 
nation of  the  prostate,  to  diagnose  a  carcinoma  of 
the  prostate  while  it  is  still  small?  A.     It  is. 

Q.  And  while  it  is  still  susceptible  to  rather 
favorable  treatment,  is  that  correct  ?  A.     It  is. 

Q.  Doctor,  another  point,  regardless  of  what  an 
average  doctor  might  do  on  examining  a  patient 
prior  to  using  hormones,  or  regardless  of  whether 
he  actually  detects  an  early  or  incipient  carcinoma 
of  the  prostate,  isn't  it  a  fact  that  the  methyl  tes- 
tosterone would  still  accelerate  such  a  growth? 

A.     Certainly.  [328] 

Q.  And  on  another  point,  directing  your  atten- 
tion to  the  so-called  male  climacteric,  regardless 
of  whether  or  not  there  is  such  a  thing  as  male 
menopause  or  male  climacteric,  are  the  symptoms 
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which  have  been  brought  into  evidence  several  times 

the  symptoms  of  a  male  hormone  deficiency? 

A.  The  symptoms  described  by  Dr.  Lisser  and 
by  these  other  gentlemen  that  Mr.  Elson  read  are 
not,  in  my  opinion,  due  to  a  male  hormone  defi- 
ciency. 

Q.  And  next  to  the  last  question,  I  understand 
the  latter  part  of  the  testimony  was  that  in  the 
greater  portion  of  the  United  States  these  drugs 
are  sold  under  prescription. 

This  would  indicate,  would  it  not,  that  such  drugs 
were  administered  by  physicians  and  under  their 
supervision  % 

A.  That  is  correct.  My  point  is  that  this  is  a 
very  powerful  drug  and,  if  it  is  properly  used,  it  is 
extremely  significant  to  the  community  as  an  im- 
portant drug. 

Q.  Under  such  medical  supervision,  an  early 
prostate  cancer  could  be  detected,  is  that  correct? 

A.  Yes;  in  addition  to  a  very  dangerous  condi- 
tion later. 

Q.  And,  finally,  again.  Doctor,  assuming  a  man 
who  has  no  prostatic  cancer  or  other  pathological 
condition  which  would  be  an  indication  against  the 
use  of  testosterone,  would  the  use  of  testosterone 
produce  within  him  any  hamiful  effects  of  which 
he  would  be  personally  aware? 

A.  It  might  produce  harmful  effects  of  which 
he  would  [329]  not  be  aware  but  of  which  he  would 
be  aware  after  some  months  or  years. 

Mr.  Daniel  son:     No  further  questions. 
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Recross-Examination 
By  Mr.  Elson: 

Q.  Did  I  understand  you  to  say,  Doctor,  that 
practically  every  state  required  testosterone  to  be 
sold  on  prescription? 

A.  I  don't  know  the  legal  aspects  of  this,  sir. 
It  is  my  impression  that  most  of  the  testosterone 
used  in  Illinois,  for  example,  is  under  a  physician's 
prescription. 

Q.  As  a  matter  of  fact,  and,  if  it  refreshes  your 
recollection,  all  right,  and,  if  it  doesn't,  all  right, 
aren't  there  only  three  or  four  states  in  the  United 
States  that  require  it  to  be  sold  under  prescription  ? 

A.     I  never  went  into  the  legal  aspects  of  it,  sir. 

*  4f-  * 

The  Court:  Doctor,  would  you  be  able  to  giv( 
us  an  [330]  estimate  as  to  the  male  population  of 
the  country  who,  at  some  various  times  in  their 
lives,  are  afflicted  with  flushes  and  sweating,  this 
long  list  of  symptoms  given  in  this  article  by  the 
Doctor?  Would  you  be  able  to  state  whether  there 
are  such  symptoms  which  are  common  to  nearly  all 
of  the  male  population  or  whether  thej^  are 
sporadic  ? 

A.  I  think  the  symptoms  are  very  common,  in- 
deed, your  Honor ;  I  think  very  much  more  commoi 
than  in  peoi)le  who  work  under  tension,  that  is, 
than  among  people  of  low  intelligence.  I  think 
that  most  intellectual  workers  complain  of  one  or 
more  of  these  symptoms  sometime  in  their  lives. 
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The  Court :  It  has  been  mentioned  a  number  of 
:imes  here  about  incipient  and  dormant  cancer  in 
:he  prostate  and  that  it  comes  from  an  accumula- 
:ion  of  cancer  cells,  as  I  understand  it.  Are  cancer 
Jells  inherent  in  the  prostate  gland? 

A.  By  that  do  you  mean  does  every  man  have 
:o  have  them? 

The  Court:  Are  they  just  there  waiting  for 
something  to  accelerate  their  growth  there  ? 

A.  I  think  that  they  are  in  somewhere  between 
3ne-sixth  and  one-third  of  the  male  population  over 
50;  in  the  other  two-thirds  or  five-sixths  that  there 
are  no  cancer  cells. 

The  Court:  They  just  naturally  are  in  a  large 
proportion  of  the  population? 

A.     Roughly,  a  third  of  us  over  50. 

The  Court:  Is  that  the  favorite  spot  in  the  hu- 
tnan  [331]  organism  for  them  to  reside? 

A.  No,  sir.  Cancer  is  commoner  in  both  the 
skin  and  the  stomach  and  in  the  human  male  the 
prostate  is  number  three. 

The  Court:  I  want  to  ask  you  another  question 
that  might  be  helpful  to  me.  I  have  heard  it  said 
many  times  that  Vitamin  E,  which  is,  I  believe,  a 
preparation  from  wheat,  has  certain  effects.  What 
I  wanted  to  ask  you  is  is  there  any  relationship  or 
any  effect  of  Vitamin  E  on  this  male  hormone  we 
have  been  talking  about? 
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A.  There  is  no  relationship  that  has  been  rec- 
ognized as  yet,  sir,  to  the  best  of  my  knowledge. 

The  Court:     No  relationship  or  no  effect? 

A.  No,  sir,  they  are  two  independent  things. 
Vitamin  E  is  essential  for  the  development  of 
sperm,  but  there  is  no  close  relationship  and  there 
has  been  no  relationship  detected  between  that  and 
testosterone. 

The  Court:     That  is  all. 

Mr.  Danielson:     No  fuiiher  questions. 

Mr.  Elson:     I  have  no  further  questions. 

Mr.  Danielson:     Dr.  Glass,  please.  [332] 

SAMUEL  J.  GLASS,  M.D. 
called  as  a  witness  on  behalf  of  the  government, 
being  first  duly  sworn,  testified  as  follows: 

The  Clerk:     Your  full  name? 
A.     Samuel  J.  Glass. 
The  Clerk:    G-1-a-s-s? 
A.     Right. 

Direct  Examination 

By  Mr.  Danielson: 

Q.    What  is  your  address.  Doctor  Glass? 

A.  My  office  address  is  360  North  Bedford  Drive, 
Beverly  Hills. 

Q.  Of  what  school  or  schools  are  you  a  graduate 
and  with  what  degrees,  please  ? 

A.  I  have  the  M.D.  degree  from  the  Medical 
Faculty  of  the  University  of  Toronto. 
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Q.    And  in  what  year  was  that?  A.     1923. 

Q.     What  post-graduate  training  did  you  have  ? 

A.  Three  years  of  hospital  work,  one  year  at 
the  University  of  Toronto  and  two  at  the  Hospital 
of  the  Good  Samaritan  in  Los  Angeles. 

Q.  Are  you  now  engaged  in  the  practice  of 
medicine"?  A.     I  am. 

Q.     How  long  have  you  been  so  engaged*? 

A.     Since  1925.  [333] 

Q.  Do  you  specialize  in  any  particular  field  of 
medicine  ? 

A.  I  do.  I  practice  a  specialty  known  as  en- 
docrinology. 

Q.  And  will  you  please  explain  generally  what 
you  mean  by  endocrinology? 

A.  It  is  a  study  and  a  treatment  of  diseases 
emanating  out  of  disorder  of  the  functions  of  the 
endocrine  glands  or  those  responsible  for  the  in- 
ternal secretions  of  the  human  body. 

Q.  Are  you  associated  with  any  local  hospitals 
or  clinics'? 

A.     I  am  with  the  Cedars  of  Lebanon  Hospital. 

Q.     In  what  capacity? 

A.  I  am  the  Director  of  the  Department  of 
Endocrinology,  in  which  there  are  three  distinct 
clinics,  the  general  endocrine  clinic,  the  thyroid 
clinic  and  the  sterility  clinic. 

Q.  Are  you  a  member  of  any  professional 
societies,  Doctor? 

A.  I  am  a  member  of  the  local  Los  Angeles 
County,  State  and  American  Medical  Associations; 
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I  am  also  a  member  of  the  American  Society  for 
the  Study  of  Sterility ;  the  Association  for  the  Study 
of  Internal  Secretions;  the  Society  for  Experi- 
mental Biology  and  Medicine;  the  Association  for 
the — well,  I  have  forgotten  the  name  of  the  other 
one.    It  is  too  long-winded. 

Q.  What  qualifications  are  required  for  mem- 
bership in  the  Society  for  Experimental  Biology 
and  Medicine? 

A.  One  must  be  a  qualified  investigator  in  either 
the  [334]  medical  or  the  biological  field. 

Q.     Does  that  include  original  research,  Doctor? 

A.  Original  research  must  have  been  done  be- 
fore election  to  membership. 

Q.  Have  you  published  in  any  scientific  publi- 
cations the  results  of  some  of  your  investigations'? 

A.  I  have  published  many  reports  in  many  dif- 
ferent journals. 

Q.  Are  you  familiar  with  the  female  sex  hor- 
mones, Doctor?  A.     I  am. 

Q.  In  your  practice,  do  you  make  use  of  the 
female  sex  hormones?  A.     Extensively. 

Q.     Are  they  known  also  as  estrogens.  Doctor? 

A.     That  is  correct. 

Q.  About  how  many  years  have  you  utilized 
these  substances? 

A.    Approximately  twenty. 

Q.  Could  you  tell  us  briefly  in  what  manners  the 
estrogens  can  be  administered? 

A.  They  may  be  administered  in  a  variety  of 
routes  of  administration,  orally,  hypodermically,  by 
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pellet,   implantation   under  the   skin,    and   by   the 
inunction  or  massage  into  the  skin  of  these  various 
compounds.  [335] 

Q.  What  is  meant  by  the  term  '*  mixed  natural 
estrogens"? 

A.  They  are  natural  derivatives  or  products  from 
the  extractions  of  pregnancy,  urine  from  the  mare, 
or  the  human,  and,  also,  from  the  human  placenta. 

Q.     Do  they  contain  estrone,  Doctor? 

A.  In  large  measure,  among  other  estrogenic 
compounds. 

Q.  An  estrone  is,  likewise,  a  female  sex  hormone, 
is  it?  A.     Right. 

Q.  Is  mixed  natural  estrogen  considered  to  be 
an  effective  estrogen?  A.     Yes. 

Q.  Can  it  be  administered  in  the  same  manner 
as  these  other  estrogens?  A.     Yes. 

Q.  That  is,  it  can  be  rubbed  onto  the  skin  and 
absorbed?  A.    Yes. 

Q.  Is  this  considered  an  effective  route  of  ad- 
ministration ? 

A.  It  is  not  popularly  or  commonly  used  as  a 
good  method  of  administration. 

Q.  Can  its  efficiency  be  compared  with  oral  or 
subcutaneous  administration  ? 

A.  That  varies  with  the  medium  in  which  the 
hormone  is  present,  whether  it  be  in  an  alcoholic 
tincture  or  whether  it  be  an  ointment  base,  and  the 
character  of  the  ointment  [336]  would  change  its 
absorption  l)ut  approximately  20  per  cent  can  be 
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absorbed  from  an  ointment  base  through  the  skin. 

Q.  Have  you  had  personal  experience  in  this 
route  of  administration?  A.     Yes. 

Q.  For  what  conditions  have  you  administered 
estrogens  through  the  skin,  that  is,  by  rubbing  them 
into  the  skin"? 

A.  There  are  two  common  conditions  which  have 
warranted  the  use  in  my  experience,  the  use  of 
topical  application  of  estrogens  in  under  develop- 
ment in  the  female  breast  and  superfluous  hair  in 
females  who  manifest  a  tendency  to  a  masculine 
beard,  for  example. 

Q.  Have  you  used  the  estrogenic  material  in 
this  manner  for  the  purpose  of  enlarging  human 
female  breasts'?  A.    Yes. 

Q.  And,  on  the  basis  of  your  professional  train- 
ing, education,  your  study  and  your  experience,  do 
you  have  an  opinion  as  to  whether  it  is  possible 
to  enlarge  the  female  human  breast  by  applying 
estrogens  directly  to  them? 

A.     I  believe  it  is  possible. 

Q.  Doctor,  I  show  you  a  copy  of  Government's 
Exhibit  No.  3,  a  label  relating  to  Menformon 
Dosules,  and  ask  you  to  read  that  label  to  yourself. 
Here  is  the  original  document,  w^hich  you  may  read 
a  little  more  easily. 

A.    Yes;  it  is  a  little  faint.  [337] 

Mr.  Danielson :  May  the  record  show  this  is  Gov- 
ernment's  Exhibit  No.  3? 

Q.     Assuming   that   the   product   referred   to   in 
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that  label  is  the  composition  which  is  declared  on 

that  label,  is  it  a  mixed  natural  estrogen? 

A.     Yes. 

Q.     Are  you  familiar  with  this  preparation? 

A.    Yes. 

Q.  Do  you  mean  you  have  had  personal  experi- 
ence with  it?  A.     Yes. 

Q.     For  what  purpose  did  you  use  it,  Doctor? 

A.  I  tried  it  out  in  a  number  of  patients  for  the 
specific  purpose  of  enlarging"  the  underdeveloped 
female  breast. 

Q.  Your  experience  for  this  purpose  would  in- 
clude about  how  many  applications  of  this  drug, 
in  round  numbers? 

A.  Oh,  I  remember  this  firm  having  sent  me 
a  couple  of  hundred  of  these  dosules  for  clinical 
trial,  a  good  many  years  ago;  the  exact  time  I  don't 
remember.  I  used  them  all  without  result,  without 
good  results. 

Q.  On  the  basis  of  your  training,  education,  and 
the  sum  of  your  knowledge  of  this  subject,  do  you 
have  an  opinion.  Doctor,  as  to  the  efficacy  of  a 
product  such  as  Menformon  Dosules  described  in 
Government's  Exhibit  No.  3,  their  efficacy  in  en- 
larging the  breasts  of  women? 

A.  I  found  this  particular  product  to  be  of  no 
value  [338]  for  that  purpose. 

Q.  Doctor,  now  I  refer  your  attention  to  Gov- 
ernment's Exhibit  3-B,  a  circular  which  accom- 
panied this  product,  and  I  call  your  attention  to 
the  last  page  thereof,  where  the  following  statement 
appears:  "Breast  Development.     Direct  Action  on 
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the  Mammary  Gland.  Estrogens  can  be  absorbed 
through  the  skin  of  the  human  female  directly  into 
the  breast  tissue  and  by  this  route  can  produce 
characteristic  stimulation  or  mammary  growth,  and 
the  result  is  definite  breast  growth  of  considerable 
degree.  Since  underdeveloped  breasts  are  often  a 
considerable  worry  to  women,  cutaneous  estrogen 
therapy  of  hyposmastia  presents  a  valuable  addi- 
tion to  the  phj^sician's  therapeutic  resources.  25 
days  supply,  50,000  International  units,  $7.50;  25 
days  supply,  125,000  International  units,  $14.00." 
Doctor,  on  the  basis  of  your  professional  training 
and  experience,  your  education  and  your  studies 
and  research,  would  that  statement  be  true  as  ap- 
plied to  the  product  described  in  Government's  Ex- 
hibit 3,  the  Menf  ormon  Dosules  *? 

A.  That  dosage  would  be  inadequate  in  my  ex- 
perience. [339] 

Q.  (By  Mr.  Danielson)  :  Doctor,  have  you  had 
experience  with  other  estrogenic  preparations  of 
same  or  greater  potency  for  this  same  purpose? 

A.     I  have. 

Q.     For  example? 

A.  Well,  I  have  used  products  of  similar  com- 
position, but  with  estrogens  in  the  range  of  five  to 
twent}"  times  greater  than  these  specified  in  the 
pamphlet  and  the  label  of  the  dosules. 

Q.  And  likewise,  for  the  purpose  of  enlargement 
of  the  breast  1  A.     That  is  correct. 

Q.  And  what  were  the  results  achieved  with  this 
preparation,  the   stronger   preparation? 
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A.  They  were  good  in  a  very  selected  small 
group  of  women  under  observation,  namely,  those 
who  were  young,  usually  under  20,  who  manifested 
hormone  deficiency  in  terms  of  ovarian  function,  so 
that  not  only  were  the  breasts  underdeveloped  but 
their  genital  tracts  were  similarly  underdeveloped. 
So  that  those  women  with  hormone  deficiency  did 
respond  to  the  topical  application  of  estrogens  to 
the  breasts. 

Q.  Were  there  any  successful  results  where 
there  was  no  hormone  deficiency? 

A.     None  whatever. 

Q.  Do  you  have  an  opinion,  Doctor,  as  to  the 
incidence  [340]  of  hormone  deficiency  in  females  ? 

A.  Only  an  approximate  idea.  I  would  say  in 
the  range  of  10  or  15  per  cent  of  the  women  who 
present  themselves  to  me,  either  at  my  clinics  or  in 
my  private  office,  would  have  or  would  manifest  a 
hormone  deficiency. 

Q.     Only,  that  is,  of  those  who  present  themselves  % 

A.     That  is  right. 

Q.  And  does  that  presuppose  anything  ?  In  pre- 
senting themselves,  is  that  any  indication  that  they 
feel  there  may  be  something  wrong? 

A.  Exactly.  They  present  themselves  to  me  be- 
cause they  are  seeking  help  in  overcoming. 

Q.  Then,  this  ten  to  fifteen  per  cent  would  not 
apply  to  women  in  general  ? 

A.    Not  at  all. 

Q.    Now,  Doctor,  if  a  woman  has  a  small  bust,  does 
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that  mean  that  she  is  suffering  from  a  deficiency  of 

her  own  hormones'?  A.     Not  necessarily  so. 

Q.    Would  you  explain  that,  please.  Doctor? 

A.  Well,  nature  endows  us  with  a  variety  of 
shapes  and  sizes  of  different  organs.  Very  much 
like  the  size  of  one's  nose  or  the  shape  of  one's  foot, 
it  is  not  necessarily  dependent  upon  the  sex  hormones 
for  its  ultimate  development.  There  are  many 
women  who  have  perfectly  normal  reproductive 
function  and  yet  have  very  small  breasts.  Yet, 
those  breasts  may  suckle,  may  develop  adequate 
amounts  of  milk,  and  after  nursing  they  may  re- 
gress to  their  original  small  size.  So  that  size  alone 
is  not  necessarily  a  sign  of  failure  of  function.  It 
may  be  a  cosmetic  defect  but  not  necessarily  a  1 
functional  failure. 

Q.  Will  you  kindly  explain,  Doctor,  what  you 
mean  by  cosmetic  defect? 

A.  Well,  American  civilization  especially  seems 
to  emphasize  the  importance  of  cosmetic  perfection 
in  terms  of  a  female  bust.  It  is  advertised,  very 
widespread,  in  that  regard.  I  think  the  American 
women  particularly  are  self-conscious  about  the  size 
and  shape  of  their  breasts. 

Q.  Now,  Doctor,  converse  to  your  previous  ex- 
planation, would  it  be  true  that  a  woman  who  is 
deficient  in  her  natural  estrogens  likewise  would 
have  a  small  breast  ? 

A.  Those  who  are  deficient  may  or  may  not 
manifest  a  small  underdevelopment   of  the  mam- 
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mary    glands.      They    frequently    do    have    small 

breasts,  not  necessarily  so. 

Q.  Then,  there  is  no  direct  relationship  between 
the  two  phenomena  ?  A.     No. 

Q.  How,  in  what  manner  is  it  possible  to  deter- 
mine whether  or  not  a  female  human  has  a  hormone 
deficiency  % 

A.  That  can  be  determined  by  the  investigation 
of  the  [342]  individual  from  many  different  aspects 
aside  from  the  usual  inventory  of  the  patient's 
history,  her  development,  her  feminil  background, 
there  are  certain  physical  stigmata  that  are  demon- 
strable by  physical  examination,  and  likewise  cer- 
tain laboratory  tests  will  reveal  hormone  deficien- 
cies. 

Q.  Now,  in  those  tests  and  in  these  matters  of 
diagnosing  a  female  hormone  deficiency,  do  they 
require  any  special  training.  Doctor? 

A.     Very  much  training. 

Q.  Are  there  any  subjective  symptoms  by  which 
a  woman  could  correctly  diagnose  her  own  female 
sex  hormone  deficiency? 

A.     I  know  of  none. 

Q.  Now,  Doctor,  in  your  work  as  an  endocri- 
nologist, do  you  use  an  estrogenic  substance  known 
as  alpha  estradiol?  A.     I  do. 

Q.  Do  you  consider  this  to  be  a  potent  sub- 
stance? A.     I  do. 

Q.  Are  you  familiar  with  the  use  of  a  tablet  in 
the  strength  of  .5  milligrams  per  tablet? 

A.    Yes,  I  use  such  tablets. 
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Q.     You  have  used  them,  you  say? 

A.     I  mean  I  have  prescribed  them. 

Q.  Do  you  know  whether  there  are  any  dangers 
in  the  use  of  such  a  tablet  ? 

A.     Very  specific  dangers.  [343] 

Q.     What  are  these  dangers.  Doctor? 

A.  The  first  and  perhaps  the  most  important  is 
that  of  impairment  or  disturbance  of  the  menstrual 
cycle  in  the  female,  and  in  so  doing  I  believe  that 
fertility  will  be  impaired  likewise.  Secondly,  there 
are  certain  females  who  actually  manifest  some 
degree  of  intoxication  by  an  intoxication  of  the 
female  hormone,  literally  intoxication,  so  that  they 
are  very  micomfortable  and  made  sick  by  the  hor- 
mone, and  there  are  many  manifestations  of  that 
particular  intoxication.  It  is  a  broad  interpretation 
of  what  happens  from  overdosage. 

The  other  very  distinct  hazard  of  that  is  that  of 
stimulating  in  the  sensitive  female  patient  various 
types  of  new  growths  in  the  female  breast,  in  the 
uterus,  not  necessarily  malignant  growth  but  benign 
growths.  I  believe  that  estrogens,  like  the  prostate 
in  the  male,  will  manifest  acceleration  of  growth  of 
any  tumor,  whether  it  be  benign  or  malignant  under 
the  influence  of  estrogens  over  a  long  period  of 
time. 

Q.  By  a  malignant  tumor,  would  that  include  a 
carcinoma,  Doctor?  A.     Exactly. 

Q.  Have  you  seen  any  such  cases  of  acceleration 
of  the  growth  of  carcinoma.  Doctor,  in  a  female? 

A.     I  have  seen  three. 
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Q.  And  liow  do  you  know,  what  causes  your 
opinion  that  [344]  this  acceleration  was  due  to  the 
use  of  a  female  hormone? 

A.  Tw^o  of  these  patients  were  seen  in  consulta- 
tion, consultation  having  been  solicited  by  other 
physicians  w^ho  gave  me  the  history  that  these 
patients  had  taken  estrogens  over  a  long  period  of 
time,  either  by  prescription  or  by  self  medication, 
the  exact  details  of  which  escape  me  at  this  moment. 

A  third  patient  was  under  my  own  supervision 
during  the  time  that  she  was  taking  estrogens  and 
a  carcinoma  seemed  to  develop  under  my  very  own 
eyes. 

Q.  This  carcinoma  had  some  different  appear- 
ance from  a  normal  carcinoma,  is  that  correct, 
Doctor  ? 

The  Witness :  Your  question  is  a  little  ambiguous. 
Just  what  do  you  mean  ? 

Q.  (By  Mr.  Danielson) :  How  is  it  possible  to 
determine  that  this  has  developed  in  a  manner  that 
is  often  normal,  other  than  the  normal  development 
of  such  a  carcinoma*? 

A.  It  is  impossible  to  be  too  certain  as  to  whether 
the  carcinoma  would  have  manifested  itself  with 
or  without  the  added  estrogen.  It  is  impossible  to 
be  certain  of  it.  But  this  much  is  true:  that  clin- 
ically and  experimentally,  it  has  not  been  possible 
to  observe  the  development  of  cancer  in  the  absence 
of  estrogen ;  that  is  important ;  that  the  female  who 
is  a  castrate  or  without  ovaries  will  never  manifest 
malignant  growth  in  the  bust  or  in  the  uterus  if  she 
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did  not  have  it  before  castration.  The  same  thing 
is  true  of  the  experimental  animal.  You  cannot 
induce  experimentally  cancer  growth  in  the  experi- 
mental animal,  in  the  absence  of  estrogen  or  ovarian 
activity. 

Q.  In  your  opinion,  Doctor,  the  presence  of 
estrogen  is  a  condition  precedent  to  any  develop- 
ment of  such  a  malignant  growth? 

A.     It  is  an  absolute  prerequisite. 

Q.  Doctor,  just  for  the  sake  of  clarification,  is 
the  uterus  a  part  of  the  female  generative  system? 

A.    A  most  important  part. 

Q.  Now,  Doctor,  do  you  use  estrogens  in  your 
practice  ?  A.     Extensively. 

Q.  Now,  under  what  circumstances  do  you  find 
that  it  is  safe  to  use  them? 

A.  Well,  the  first  requisite  is  the  presence  of  a 
hormone  deficiency,  an  estrogen  deficiency,  and  as- 
suming that  that  is  already  present,  a  great  deal 
depends  upon  the  age  of  the  female,  whether  she 
be  in  the  reproductive  age  or  whether  she  be  in  the 
menopausal  age,  because  the  mode  of  administration 
under  those  circumstances  is  widely  different.  So 
that  the  age  of  the  patient  and  the  condition  of  the 
patient  makes  all  the  difference  as  to  how  you  give 
it  and  how  much  you  give. 

Q.  Would  you  explain  that  a  little  more  fully, 
Doctor? 

A.  All  right.  In  order  not  to  disturb  the  fer- 
tility or  [346]  menstrual  function  of  a  female  in 
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her  reproductive  age,  the  estrogen  must  not  be 
given  continuously,  because  by  the  continuous  ad- 
ministration of  estrogen  you  interrupt  the  normal 
sequence  of  events  that  make  up  the  monthly  rise 
and  fall  that  constitutes  the  menstrual  cycle;  and 
unless  you  more  or  less  stimulate  the  natural  se- 
quence of  events  in  terms  of  rhythmic  rise  and  fall 
of  estrogens,  along  with  other  hormones,  such  as 
progesterone,  you  will  not  serve  your  patient  in 
any  useful  function. 

Q.  Does  that  require  careful  supervision. 
Doctor  ? 

A.  All  of  that  implies  the  most  meticulous 
diagnosis  and  supervision. 

Q.  In  such  hormone  therapy,  is  it  desirable  or 
is  it  necessary  to  first  eliminate  the  possibility  of 
present  cancer? 

A.  It  is  most  important  to  eliminate  that  possi- 
bility, by  the  most  careful  search  for  any  type  of 
tumor,  growth  in  the  uterus  or  in  the  breast,  be- 
cause I  have  already  indicated  that  estrogens  will 
accelerate  the  growth  of  benign  or  malignant  tmnors 
in  these  organs. 

Q.  Over  how  long  a  period  should  this  super- 
vision, continual  supervision,  take  place? 

A.    As  long  as  the  patient  requires  treatment. 

Q.  And  what  is  the  purpose  of  that  continuous 
supervision,  Doctor  ? 

A.  Obviously  to  prevent  the  interruption  of  the 
reproductive  function;  secondly,  to  avoid  intoxica- 
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tion,  and  thirdly  to  avoid  the  stimulation  of  tumor 

growth, 

Q.  In  other  words,  if  such  a  growth  were  to 
appear,  then,  what  action  would  be  indicated  *? 

A.  Obviously  estrogenic  treatment  must  be 
stopped  immediately. 

Q.  Will  you  explain  a  little  more  fully  what 
you  mean  by  intoxication,  in  this  connection? 

A.  Well,  there  is  a  very  complicated  aspect  of 
treatment.  Many  women  present  themselves  al- 
ready overloaded,  if  you  will,  with  ovarian  hor- 
mones, particularly  the  estrogens.  I  have  done  a 
great  deal  of  research  on  the  importance  of  the 
liver,  for  example,  in  terms  of  estrogen  metabolism ; 
in  the  presence  of  liver  disease  the  estrogens  are 
not  eliminated  in  a  normal  fashion  from  the  human 
body;  they  pile  up,  so  to  speak,  in  the  blood  and 
give  rise  to  what  is  knowm  as  hyper-estrinism,  that 
is,  an  excess  of  the  hormones.  This  excess  of 
estrogen  mil  of  itself  lead  to  various  types  of  in- 
toxication. 

Q.  May  I  interrupt  you  one  moment.  Are  you 
referring  now  to  the  woman's  own  natural  supply? 

A.  Her  own  natural  estrogens.  I  was  coming 
to  the  point  of  the  artificial  administration. 

Mr.  Elson :  Pardon  me  for  a  minute.  Is  that  in 
issue  here? 

The  Witness:  No,  I  was  just  coming,  Mr. 
Counsel 

Mr.    Danielson :      Just    a    moment.      He    is   just 
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explaining  [348]  the  term  intoxication  which  has 

been  put  in. 

Mr.  Elson:  That  is  all  right.  It  doesn't  make 
any  difference  to  me,  except  if  we  are  going  to 
inject  something  else,  some  other  condition  that  can 
be  caused  by  this,  other  than  what  is  put  in  the 
information,  well,  we  are  getting  into  an  issue  that 
isn't  in  the  case  which  means  that  we  unnecessarily 
prolong  it,  don't  you  think? 

Mr.  Danielson:  Well,  we  will  not  pursue  the 
point  any  further,  your  Honor.  No  further  ques- 
tions. 

Mr.  Elson:  Could  we  have  a  short  recess,  until 
we  gather  some  things  together? 

The  Court:    Yes. 

(Whereupon  a  short  recess  was  taken.) 

Mr.  Danielson :  Your  Honor,  with  the  permission 
of  counsel  there  is  one  additional  question  I  would 
like  to  ask. 

The  Court:    Yes. 

Q.  (By  Mr.  Danielson) :  Doctor  Glass,  you 
have  testified  as  to  the  effect  of  0.5  milligram  tablets 
of  alpha  estradiol.  Do  you  have  an  opinion  as  to 
what  would  be  the  effect  of  the  administration  of 
tablets  containing  .1  milligram  each  of  crystalline 
alpha  estradiol  in  this  dosage,  three  daily  for  ten 
days  and  one  daily  thereafter? 

The  Witness:  Well,  the  word  "thereafter"  will 
have  to  be  qualified. 

Q.  (By  Mr.  Danielson)  :  Then,  one  daily,  with- 
out the  word  [349]  "thereafter." 
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The  Witness:     as  to  what  duration  of  time 

the  tablet  will  be  taken  will  make  all  the  difference, 
as  to  w^hether  it  constitutes  a  hazard  to  the  patient 
or  not.  The  dose  is  relatively  small.  On  the  other 
hand,  the  human  economy  is  so  constituted  that 
there  is  a  great  deal  of  variability  as  to  the  response 
to  these  artificial  hormones.  Some  respond  very 
Avell  to  a  small  dose.  Others  require  larger  doses. 
So  that  everything  would  depend  upon  the  actual 
status  of  that  individual,  as  to  whether  the  .1  milli- 
gram tablet  will  constitute  a  hazard  or  not.  If  that 
individual  is  a  healthy  individual  and  is  free  of 
cancerous  susceptibility,  then,  administration  of  that 
kind  of  estrogen  or  that  dose  of  estrogen  over  a 
short  period  of  time  may  do  no  harm.  Over  a 
long  period  of  time,  it  may  do  considerable  harm. 

I  wonder  if  that  is  what  you  wanted? 

Mr.  Danielson :  Yes,  I  believe  that  it  is.  No  fur- 
ther questions. 

Cross-Examination 
By  Mr.  Elson : 

Q.  Doctor,  you  just  stated  that  alpha  estradiol 
in  the  quantities  mentioned  by  Mr.  Danielson  would 
do  harm  with  some  w^omen  and  with  other  women 
it  would  not.  The  same  thing  really  is  true,  isn't 
it,  with  something  that  is  more  simple  and  associated 
Avith  our  daily  life,  for  instance,  Coca-Cola  to  a 
])erson  who  has  diabetes  and  does  not  know  [350]  it  ? 

A.  It  is  a  poor  analogy,  but  I  think  it  is  ac- 
ceptable. The  diabetes  might  be  impaired  all  the 
more  by  too  much  sugar. 
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Q.  And  the  same  would  be  true,  wouldn't  it, 
with  butter? 

A.    Depending  on  what  we  are  talking  about. 

Q.    Well,  a  diabetes? 

A.  Oh,  that  is  a  debatable  point.  A  good  deal 
depends  exactly  on  how  that  butter  would  be  ap- 
plied and  in  terms  of  relative  proportion  to  carbo- 
hydrate and  protein  in  the  diet. 

Q.  Well,  now,  I  do  not  mean  to  get  into  the 
discussion  of  diabetes,  but  I  just  simply  wanted  to 
bring  that  out  at  that  point. 

Now,  isn't  it  true  that  the  same  analogy  can  be 
applied  in  the  case  of  many  other  drugs  than  alpha 
estradiol,  that  are  commonly  and  regularly  sold 
over  the  counter  without  prescriptions,  depending 
on  the  individual  and  some  latent  condition  within 
him?  A.     I  don't  quite  see  your  point. 

Q.  Well,  let  us  take  a  rather  humble  example, 
but  we  have  used  it  before,  Bromo- Seltzer.  Bromo- 
Seltzer,  as  we  know,  is  sold  over  the  counter,  it  is 
dispensed  by  the  soda  fountain  man  at  the  soda 
fountain,  but  it  is  true,  isn't  it,  that  a  person  who 
becomes  addicted  to  the  use  of  Bromo-Seltzer  suf- 
fers, can  suffer  serious  consequences? 

The  Witness :  May  I  make  a  humble  confession  ? 
I  don't  know  what  is  in  Bromo-Seltzer.  [351] 

Q.     (By  Mr.  Elson) :    Bromides. 

A.  Bromides — well,  bromide  intoxication  from 
that  kind  of  a  beverage  would  be  a  very,  very  rare 
complication  or  very  rare  end  result. 

Q.    Isn't  it  a  fact  that  there  are  people  who  are 
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today  mentally  deranged,  though  they  may  not  be 
in  an  institution  (some  ma}^,  I  don't  know),  from 
the  overindulgence  of  bromo-seltzer  ? 

A.     I  am  not  aware  of  it. 

Q.  Well,  isn't  it  a  true  that  a  person  who  over- 
indulges in  the  use  of  alkaline  products  such  as 
alka-seltzer  can  in  time  develop  alkalosis'? 

A.     It  is  rather  rare,  very  rare. 

Q.  Well  now,  let  us  come  back  to  our  estrogens. 
Isn't  it  a  very  common  thing,  maybe  not  in  your 
practice  but  let  us  say,  take  the  general  average 
competent  practitioner,  in  other  words,  the  family 
doctor,  isn't  it  a  very  common  occurrence  for  women 
who  come  to  him  and  complain  of  conditions,  I 
don't  know  whether  they  are  necessarily  associated 
with  menopause  or  not,  but  they  complain  of  con- 
ditions in  which  he  determines  that  estrogen  is  the 
thing  that  he  should  give  them  and  so  for  a  short 
period  of  time  he  injects  them  with  estrogen,  and 
thereafter  puts  them  on  a  maintenance  dose  of  tab- 
lets and  gives  them  a  prescription,  and  they  go  back 
to  the  drug  store,  time  after  time,  time  after  time, 
and  have  the  [352]  prescription  refilled  without 
obtaining  a  new  prescription  from  the  doctor? 

A.  I  wasn't  aware  of  the  fact  that  a  patient  is 
regularly  apt  to  refill  her  prescription  without 
further  consultation  with  her  doctor. 

Q.  Well,  of  course,  we  will  assume  that  the 
patient  will  periodically,  not  at  any  stated  intervals, 
return  to  the  doctor  for  one  reason  or  another,  but 
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not  go  to  the  doctor  every  time  that  the  box  has 

become  empty  and  she  wants  it  refilled? 

A.     That  is  conceivable. 

Q.  Now,  you  stated  that — I  believe  I  am  correct 
and,  if  I  am  wrong  and  if  I  am  misquoting  you,  you 
can  let  me  know,  but  I  thought  I  heard  you  say 
that  you  had  practicallj^  seen  a  breast  cancer  de- 
velop under  your  eyes  from  the  administration  of 
estrogens  ?  A.    Yes. 

Q.  Have  you  ever  definitely  and  absolutely,  not 
as  a  question  of  opinion  or  conclusions  from  other 
things,  but  absolutely  demonstrated  as  a  fact  that 
the  administration  of  estrogens  caused  an  incipient 
carcinoma  of  the  breast,  cervix  or  uterus  to  ac- 
celerate in  growth'? 

A.  I  believe  those  three  instances  of  my  own 
personal  experience  were  vivid  enough  to  emphasize 
the  possibility  that  estrogens  accelerated  the  growth 
of  cancer.  [353] 

Q.  In  other  words,  then,  it  results  to  this,  does 
it  not,  that  it  is  from  your  experience,  it  is  your 
opinion  that  possibly  cancer  of  the  breast,  cervix 
or  uterus  results  from  the  administration  of  estro- 
gens %  A.     Correct. 

Q.  Well  now,  in  this  case  here,  we  have  to  come 
back  to  the  allegations  that  are  contained  in  the 
complaint  or  in  the  information  and  those  allega- 
tions are  substantially  this :  that  5/10  of  a  milligram 
of  alpha  estradiol  may  accelerate  the  growth  of  an 
incipient  carcinoma  of  the  breast,  cervix  or  uterus. 
Now,   Taber's   Dictionary   defines   incipient   as   be- 
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ginning.     Do  you  think  that  you  would  be  able  to 
diagnose  an  incipient  cancer  of  the  breast,  cervix 
or  uterus,  find  it  ? 

A.  Of  the  cervix  and  the  uterus,  perhaps.  Of 
the  breast,  less  likely. 

Q.  Now,  Doctor,  you  are  familiar,  are  you  not, 
with  the  manufacturers  of  hormone  products  in  this 
country,  Roche-Organon,   Schering  and  Ciba*? 

A.     I  am. 

Q.  Now,  I  think  the  dosules  that  you  looked  at 
that  is  on  the  label  were  .002  miits,  were  they  not? 

A.     2/10  of  a  milligram,  approximately  that. 

Q.  Now,  it  is  true,  isn't  it,  that  those  three  firms 
maintain  extensive  research  and  control  labora- 
tories, as  far  [354]  as  you  know  ? 

A.     I  believe  they  do. 

Q.  And,  so  far  as  you  know,  the  men  who  com- 
prise the  staff  are  considered  to  be  competent  men 
in  their  field  ?  A.     The  staff  of 

Q.  In  the  laboratories  of  those  large  organiza- 
tions ■? 

A.     I  think  that  is  a  safe  assumption. 

Q.     It  would  be  a  reasonable  assimiption  ? 

A.    Yes. 

Q.  Now,  Doctor,  I  am  going  to  show  you  here  a 
brochui'e,  I  guess  that  is  what  you  would  call  it 

A.     Right. 

Q.    that  has  to  do  with  the  dosules,  the  label 

of  which  you  looked  at  this  morning,  and  there  are 
two  pictures  on  there  that  show  conditions  before 
and  after  treatment  with  those  dosules.     The  after 
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picture  shows  a  considerable  increase  in  the  size  of 

the  breast,  does  it  not? 

I  take  it  from  your  testimony  this  morning,  how- 
ever, that  it  has  not  been  your  experience  that 
dosules  of  the  potency  described  on  that  label  pro- 
duce the  results  shown  on  that  picture"? 

A.  That  was  my  experience.  If  I  may  qual- 
ify 

Q.     Surely. 

A.  I  indicated  in  my  response  to  the  former 
counsel's  last  question  that  there  is  a  great  deal  of 
varibility  in  the  [355]  response  to  hormones,  no 
matter  how^  administered.  Some  individuals  re- 
spond very  well  to  a  small  dose.  Many  others  do 
not.  That  particular  illustration  is  of  one  of  those 
individuals  who  is  particularly  sensitive  to  low- 
dosage  hormones.  [356] 

Q.  Well,  wouldn't  the  same  thing  be  true  with 
aspirin  *?  Aspirin  will  relieve  some  people  of  head- 
aches and  won't  relieve  others  of  headaches  and, 
when  one  is  not  relieved  by  aspirin,  he  doesn't  take 
aspirin  any  more,  does  he? 

A.  If  that  is  a  proper  analogy — I  think  it  is  a 
poor  one,  a  very  poor  one. 

Q.    Well,  go  ahead  and  think  so. 

A.     I  have  an  answer  for  an  analogy  like  that. 

Q.  Counsel  read  to  you  from  the  pamphlet  that 
accompanied  this  dosule  and  I  find  in  this  brochure 
of  which  I  speak  the  following  statement:  ''The 
clinical  value  of  cutaneous  estrogen  therapy  for  the 
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treatment  of  underdeveloped  breasts  was  confirmed 
by  C.  M.  MacBryde,  J.  A.  M.  A.,  1939,  volume  112, 
page  1045.  He  states  that  'Estrogens  can  be 
absorbed  through  the  skin  of  the  human  female 
directly  into  the  breast  tissue  and  by  this  route  can 
produce  their  characteristic  stimulation  of  mam- 
mary growth,'  and  the  result  in  his  cases  was 
'definite  breast  growth  of  considerable  degree.' 
Since  underdeveloped  breasts  are  often  a  consider- 
able worry  to  women,  cutaneous  estrogen  therapy 
of  hypomastia  represents  a  valuable  addition  to  the 
physician's  therapeutic  resources." 

Now,  I  am  going  to  ask  you,  although  I  don't 
need  to  ask  you  because  it  is  self-evident,  but  I 
would  like,  for  the  benefit  of  the  court,  to  read 
again  what  Mr.  Danielson  did,  and  you  will  find  that 
the  language  is  exactly  the  same:  [357] 

''  'Estrogens  can  be  absorbed  through  the  skin 
of  the  human  female  directly  into  the  breast  tissue 
and  by  this  route  can  produce  their  characteristic 
stimulation  of  mammary  growth,'  and  the  result  in 
his  cases  was  'definite  breast  growth  of  considerable 
degree.'  Since  underdeveloped  breasts  are  often 
a  considerable  worry  to  women,  cutaneous  estrogen 
therapy  of  hypomastia  represents  a  valuable  addi- 
tion to  the  physician's  therapeutic  resources." 

Doctor,  do  you  disagree  with  that  statement  in- 
sofar as  it  applies  to  the  use  of  dosules  such  as 
described  on  that  label? 

A.  That  requires  a  qualified  answer,  counsel. 
I,  too,  have  made  the  observation  as  MacBryde,  but 
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you  failed  to  mention  MacBryde  uses  doses  far  in 
excess  of  that  which  is  possible  to  obtain  from  the 
dosules.  You  also  failed  to  mention  that  these 
women  were  utterly  deficient  in  estrogens ;  that  they 
were  hypogonadal  females,  lacking  hormone,  and 
thereby  benefiting  from  hormone  when  adminis- 
tered through  the  skin  or  by  needle  or  by  mouth. 
That  type  of  a  female  may  respond,  depending  on 
the  dose  and  on  the  degree  of  the  hormone  de- 
ficiency. 

Q.  Then,  it  would  be  your  opinion  that  the  lan- 
guage that  I  have  just  read  to  you,  quoted  from  the 
brochure  by  Roche-Organon,  was  not  a  correct  state- 
ment insofar  as  it  applied  to  the  dosules  which  were 
the  subject  of  the  brochure'?  [358] 

A.     It  was  an  incomplete  statement. 

Mr.  Elson:  I  think  we  might  as  well  offer  this 
in  evidence  now  as  our  first  exhibit. 

Mr.  Danielson:    No  objection. 

The  Clerk:     Defendants'  Exhibit  A  in  evidence. 

(Said  document  so  offered  and  received  in 
evidence  was  marked  Defendants'  Exhibit  A.) 

Q.  (By  Mr.  Elson)  :  By  the  way,  Doctor,  you 
said,  I  believe,  in  your  direct  testimony  that  you 
used  potencies  and  dosules  20  times  that  mentioned 
on  the  label?  A.     Occasionally. 

Q.     In  other  words,  that  would  be  what  ? 

A.  10  milligrams  to  the  gram.  I  have  even  gone 
as  high  as  20  milligrams  to  the  gram. 

Q.     Incidentally,  to  avoid  my  taking  the  time  to 
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look  it  up  in  the  dictionary,  what  is  "  hypoplasia '"? 

A.     A  lack  of  development. 

Q.  I  have  here  a  book  with  which  you  are  un- 
doubtedly familiar,  "Endocrinology  of  Women,"  by 
Hamblen.  A.     I  am  familiar  with  it. 

Q.  The  date  of  it  is  1945.  And,  on  page  526, 
chapter  50,  under  the  head  of  "  Tumorigenesis, "  the 
author  states  as  follows :  ' '  The  suggestion  has  been 
offered  that  breast  carcinoma  results  from  car- 
cinogenic action  of  intrinsic  estrogens,  probably 
concomitant  with  functional  alterations  in  the 
endocrine  [359]  system.  Unopposed  or  continuous 
estrogens  acting  upon  responsive  tissue  may  cause 
a  typical  cell  growth. 

"Numerous  clinical  reports  have  suggested  the 
possible  etiologic  importance  of  estrogens  in  car- 
cinogenesis but  in  none  has  this  relationship  been 
proven. ' ' 

Then  there  is  a  description  of  three  cases,  and  the 
author  continues : 

"These  three  reports  are  of  minor  import  when 
one  considers  the  thousands  of  women  who  have 
received  estrogens  for  as  long  or  longer  periods  of 
time  and  in  comparable  or  larger  doses  without 
developing  carcinoma. ' ' 

Are  you  in  agreement  or  disagreement  with  the 
statements  of  the  author? 

A.  You  make  many  statements  there.  I  would 
like  to  take  it  piecemeal,  if  I  may. 

Q.     Surely. 
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A.  I  disagree  heartily  with  the  idea.  Three  cases 
of  cancer  are  of  no  significance  as  a  possible  com- 
plication of  estrogenic  treatment.  I  do  agree  that 
in  proper  dosage,  when  properly  indicated,  estro- 
gens may  be  of  value  in  development  of  the  female 
breast.  What  other  aspects  of  the  question  are 
there  % 

Q.  I  think  that  covers  it.  By  the  way,  do  you 
know  of  the  author  E.  C.  Hamblen? 

A.    He  is  a  personal  friend.  [360] 

Q.  He  is  considered  to  be  an  authority  in  the 
field  of  endocrinology,  I  take  it? 

A.     Female  endocrinology. 

Q.  By  the  way,  it  isn't  at  all  uncommon  for  you 
folks,  just  as  lawyers,  to  disagree  on  various  sub- 
jects from  time  to  time  in  their  various  phases? 

A.     That  is  correct. 

Q.  I  have  here  a  book  entitled  "Recent  Progress 
in  Hormone  Research,"  volume  1,  a  symposium,  in 
which  one  of  the  contributors  is  Dr.  Ira  T.  Nathan- 
son.    Are  you  acquainted  with  him? 

A.     I  am  familiar  with  the  work. 

Q,  Dr.  Nathanson's  article  is  entitled  ''Endo- 
crine Aspects  of  Human  Cancer,"  which  was  pub- 
lished in  1947.  He  covers  tumors  of  the  breast, 
carcinoma  of  the  breast,  tumors  of  the  uterus, 
cancer  of  the  cervix,  tumors  of  the  prostate  gland, 
cancer  of  the  prostate  gland  and  tumors  of  the 
testes  and  so  forth,  and,  finally,  on  page  281,  under 
"Conclusions,"  he  states  as  follows: 

"A  considerable  number  of  data  bearing  on  the 


632  United  States  of  America  vs. 

(Testimony  of  Samuel  J.  Glass,  M.D.) 
relation  of  the  endocrine  organs  to  tumors  have 
accumulated.  The  administration  of  sex  hormones 
to  experimental  animals  has  resulted  in  the  pro- 
duction, the  augmentation  and  the  inhibition  of 
benign  and  malignant  tumors.  These  changes  are 
limited  to  definite  types  of  tumors  in  different 
species,  as  well  as  to  [361]  certain  strains  in  any 
one  species  of  animal.  Thus,  there  are  other  factors 
that  determine  the  reaction  of  a  tissue  to  a  hormonal 
stimulus,  and  the  susceptibility  of  an  animal  to  the 
induction  of  neoplasm.  It  is  difficult  to  interpret 
these  facts  in  terms  of  human  cancer.  Neverthe- 
less, they  are  of  extreme  importance  in  the  study 
of  the  origin  and  course  of  cancer  in  general." 

Are  you  in  accord  or  not  with  the  conclusions 
there  stated  by  Dr.  Nathanson,  after  having  covered 
the  subjects  I  mentioned? 

A.  I  think  it  is  a  reasonable  personal  interpreta- 
tion of  the  known  facts. 

Q.  By  the  way,  when  was  it  that  you  made  those 
observations  as  to  the  development  or  growth  of  a 
breast  cancer  as  a  result  of  the  administration  of 
estrogens'?  A.     I  didn't  say  as  a  result. 

Q.     I  didn't  mean  to  misquote  you.    When  was  it? 

A.    Within  the  last  15  years. 

Q.  Can  you  tell  me  within  what  portion  of  the 
15  years'? 

A.  I  would  say  two  of  those  were  approximately 
15  and  12  years  ago  and  the  third  was  approxi- 
mately 7  or  8  years  ago. 

Q.    Just  a  minute.     Oh,  yes;  one  other  thing. 
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It  is  a  fact,  isn't  it,  that  during  pregnancy  a  woman 
produces  more  [362]  estrogen  than  she  does  when 
she  is  not  pregnant  *?  A.     That  is  true. 

Q.  And,  as  the  period  of  pregnancy  continues 
on,  she  produces  more  estrogen?  A.     Yes. 

Q.  Do  you  find  the  incidence  of  breast  cancer 
to  be  present — that  isn't  exactly  what  I  want  to 
say 

A.     Higher  incidence? 

Q.     of  breast  cancer  of  higher  incidence  in 

women  who  have  borne  a  number  of  children  or 
who  have  borne  only  a  few  ? 

A.  If  you  don't  mind,  counsel,  the  question  is  a 
little  bit  ambiguous.  Are  you  implying  that  the 
concentration  of  estrogens  during  pregnancy  may 
be  a  factor  or  may  not  be  a  factor?  What  are  you 
driving  at? 

Q.  I  am  not  trying  to  be  smart  with  you  at  all. 
Doctor.  I  would  like  to  have  you  answer  the  ques- 
tion and  then  let  me  go  from  there. 

A.  I  don't  think  you  have  stated  it  quite  clearly 
enough.  If  you  hadn't  added  the  number  of  preg- 
nancies or  the  nursing  or  what  have  you — just 
simplify  the  question  for  me,  if  you  don't  mind. 

Q.  Do  you  find  that  the  incidence  of  breast 
cancer  is  higher  with  women  who  have  had  a  number 
of  children  than  it  is  with  women  who  have  had  no 
children,  we  will  say?  [363] 

A.  I  am  not  sure.  My  impression  is  that  it  is. 
But  one  very  important  aspect  of  the  problem  is 
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this,  that  during  pregnancy  it  is  a  common  observa- 
tion that  cancer  of  the  breast  grows  very  rapidly 
and  for  that  reason  women  with  any  cancer  sus- 
ceptibility in  their  history,  or  who  have  had  a  cancer 
removed,  are  always  forbidden  to  have  more  chil- 
dren. 

Q.  You  are  acquainted  with  Dr.  Macdonald  out 
at  use,  aren't  you?  A.     I  know  him. 

Q.     Ian  Macdonald"?  A.     I  know  him. 

Q.  Yesterday  I  asked  him  the  same  question 
and  he  said  that  the  incidence  of  breast  cancer 

Mr.  Neukom :    Will  you  refer  to  the  record '? 

Q.  (By  Mr.  Elson) :  On  page  142  of  the  tran- 
script, I  asked  Dr.  Macdonald  this : 

''Q.  Well,  do  you  find  in  your  experience  that 
the  incidence  of  breast  cancer  is  greater  with  women 
who  have  had  no  children,  or  women  who  have  had 
some  children  or  women  who  have  had  a  lot  of 
children,  or  just  what  ? 

"A.  I  have  statistical  information  on  that  sub- 
ject. The  incidence  of  cancer  of  the  breast  is 
distinctly  greater  in  those  women  who  have  not 
borne  children,  or  who  having  borne  children  have 
failed  to  nurse  them  at  the  breast." 

Would  you  agree  mth  that  statement?  [364] 

A.  That  might  have  been  his  experience.  I  do 
not  claim  any  special  experience  with  pregnancy 
because  I  don't  see  pregnant  women. 

Q.  Did  I  understand  you  to  say  that  there  was 
clinical  evidence,  with  which  you  were  acquainted, 
that  5/10  of  a  milligram  of  alpha  estradiol  would 
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cause  the  acceleration  of  an  incipient  breast  cancer  % 

A.  No  specific  evidence  to  that  particular  dose. 
I  think  the  general  statement  would  cover  it  that, 
having  cancer,  that  individuals  manifest  accelera- 
tion in  the  growth  of  that  cancer  if  given  estrogens 
over  a  long  period  of  time. 

Q.  That,  of  course,  presupposes  a  cancer  and 
one  which  you  have  been  able  to  diagnose  as  a 
cancer  % 

A.  Yes ;  I  know,  because  early  cancer  is  difficult 
of  detection. 

Q.  And  an  incipient  cancer  of  the  breast,  keeping 
in  mind  our  dictionary  definition,  would  rarely  be 
designated  by  you  ? 

A.     It  frequently  escapes  detection. 

Mr.  Elson:    I  have  no  further  questions. 

45-         *         •?«■ 

Redirect  Examination 
By  Mr.  Danielson: 

Q.  Doctor,  what  is  the  meaning  of  [365]  etiologic 
or  etiology?  A.     Cause. 

Q.     Causes'?  A.     Causes. 

Q.  Doctor,  is  it  your  opinion  that  the  estrogens 
will  cause  the  carcinoma  of  the  breast,  uterus  or 
cervix,  or  that  they  will  accelerate  their  growth, 
that  is,  is  the  estrogen  carcinogenic  f 

A.  Estrogen  is  carcinogenic  in  certain  animals. 
It  has  not  been  proven  to  be  so  in  the  human  subject. 
However,  it  will  definitely  accelerate  the  growth  of 
existing  cancer. 


636  United  States  of  America  vs. 

(Testimony  of  Samuel  J.  Glass,  M.D.) 

Q.  Doctor,  the  remaining  question  is,  directing 
your  attention  again  to  Defendants'  Exhibit  A,  the 
brochure  from  Roche-Organon  relative  to  the  men- 
formon  dosules,  counsel  has  read  therefrom  what 
purports  to  be  a  quotation  from  the  Journal  of  the 
American  Medical  Association,  1939,  volume  112, 
at  page  1045,  as  follows : 

''  'Estrogens  can  be  absorbed  through  the  skin  of 
the  human  female  directly  into  the  breast  tissue  and 
by  this  route  can  produce  their  characteristic  stimu- 
lation of  mammary  growth'  and  the  result  in  his 
cases  was  'definite  breast  growth  of  considerable 
degree.'  " 

Now,  Doctor,  I  invite  your  attention  to  this  article 
by  Dr.  MacBryde  in  the  former-quoted  entry  in 
the  Journal  of  the  American  Medical  Association, 
at  page  1049,  the  fourth  [366]  paragraph  of  the 
left-hand  column,  and  will  read  the  remainder  of 
that  quotation: 

"It  is  definitely  not  recommended  that  this 
method  be  adopted  in  general  practice  until  further 
studies  can  be  done  and  the  limitations  and  possible, 
dangers  of  the  cutaneous  application  of  concentrated 
estrogens  can  be  defined." 

Now^,  Doctor,  in  view  of  the  balance  of  this  quota- 
tion, do  you  now  disagree  with  Dr.  MacBryde  ? 

A.     I  do  not. 

Q.  And  in  the  same  article,  in  the  initial  para- 
graph, on  page  1045,  I  read  as  follows: 

"I  have  been  unable  to  find  records  of  carefullrl 
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controlled  studies  of  human  breast  growth.  I,  there- 
fore, performed  studies  on  three  women  lacking 
mammary  development  and  exhibiting  signs  of 
marked  hypogonadism.  In  the  first  part  of  the 
study,  the  hormones  were  administered  by  subcu- 
taneous injection.  I  was  able  to  demonstrate  that, 
by  the  injection  of  from  15,000  to  35,000  interna- 
tional units  of  estrone  or  of  estradiol  benzoate  per 
week,  active  mammary  growth  could  be  produced 
in  patients  who  previously  had  no  visible  or  pali)able 
breast  tissue." 

Doctor,  in  view  of  that,  do  you  now  disagree  with 
Mr.  MacBryde  on  that  point? 

A.     I  do  not  disagree. 

Q.  And  does  it  conform  with  your  experience 
in  this  matter,  [367]  Doctor? 

A.     Completely. 

Mr.  Danielson:  Thank  you.  No  further  ques- 
tions. 

Your  Honor,  may  we  have  this  exhibit  marked  for 
identification  as  Government's  Exhibit  No.  17?  It 
is  a  photostatic  copy. 

Mr.  Elson:  As  far  as  I  am  concerned,  you  can 
put  it  into  evidence. 

Mr.  Danielson :    Thank  you.    We  will  accej^t  that. 

The  Court :    Very  well :    It  may  be  admitted. 

The  Clerk:  Exhibit  17  for  the  government  in 
evidence. 

(The  document  so  offered  and  received  in  evi- 
dence, was  marked  Government's  Exhibit 
No.  17.) 
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The  Court:  I  feel  sure  that  counsel  will  not 
object  to  this,  in  going  outside  of  the  issues  here, 
but  it  seems  to  me  necessary  to  inquire  all  I  can  as 
to  the  nature  and  the  operation  of  estrogens. 

Doctor,  I  believe  it  is  so  that  compounds  con- 
taining estrogen  are  put  on  the  market,  or  at  least 
in  circulation,  for  the  purposes  of  ointments  for 
skin  treatment? 

A.    Yes. 

The  Court:  Ointments  recommended  for  face 
wrinkles  and  that  sort  of  thing  ? 

A.    Yes. 

The  Court:    That  is  so?  [368] 

A.  That  is  so  and,  while  the  concentration  of 
those  estrogenic  creams  is  very,  very  small,  thereby 
the  hazard  of  this  self  medication  is  reduced  con- 
siderably. 

The  Court:  Does  that  contain  the  male  hormone 
or  the  female  hormone  ? 

A.  Usually  the  female,  and  designed  for  the 
cosmetic  trade. 

The  Coui-t:  What  about  the  difference,  whether 
they  contain  the  male  or  the  female  hormone? 

A.  A  great  deal  of  difference,  your  Honor.  The 
use  of  a  male  hormone  preparation  in  the  form  of 
an  ointment  would  actually  lead  to  certain  masculin- 
ization  of  the  female  if  the  concentration  was 
adequate. 

The  Court:  And  what  then  would  be  the  effect 
on  the  female  along  that  general  line?  It  wouldn't 
affect  the  male,  would  ti? 
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A.  It  would  affect  her  adversely  if  the  concen- 
tration were  sufficiently  high  to  make  a  difference 
in  the  circulating  hormone  balance. 

The  Court:  Would  you  say  that  those  creams 
are  in  any  manner  efficient  in  producing  the  effect 
that  is  sought  to  be  secured? 

A.  I  don't  really  know,  your  Honor,  because  it 
has  been  my  impression  that  the  concentration  of 
the  commercial  creams  sold  over  the  cosmetic  coun- 
ter is  very  poor;  that  it  [369]  is  very  poorly  con- 
centrated with  the  hormone.  They  have  so  little 
that  I  question  the  value  of  them  for  anything. 

The  Court :    That  is  all. 

Mr.  Danielson:    No  further  questions. 

Mr.  Elson:    I  have  no  further  questions. 

*  *     * 

(Whereupon    an    adjournment    was    taken 
until  10:00  o'clock  a.m.,  July  5,  1949.)  [370] 

*  *     * 

ELMER  BELT,  M.D. 

recalled  as  a  witness  on  behalf  of  the  government, 
being  heretofore  duly  sworn,   testified  further  as 

follows: 

*  *     * 

Cross-Examination 
By  Mr.  Elson: 

Q.     Doctor,   you   spoke   of  the   Belt   Urological 
Grou]).    Just  what  is  that? 
A.     They  are  a  group  of  us  working  together, 
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all  devoting  our  time  to  urology.    Our  offices  are  at 
1893  Wilsliire  Boulevard  in  Los  Angeles  and  120 
Lasky  in  Beverly  Hills. 

Q.  You  spoke  in  your  direct  examination  of  the 
acid  phosphatase  test.     Would  you  do  it,  Doctor? 

A.     Could  I  do  it? 

Q.     First,  how  do  you  spell  it? 

A.    A-c-i-id  P-h-o-s-p-h-a-t-a-s-e. 

Q.  You  spoke  of  that  test  heing  a  blood  test,  I 
think.  [372]  A.     That  is  right. 

Q.  That  is  used  for  determining  the  presence  of 
cancer  of  the  prostate,  am  I  correct  ?  A.     Yes. 

Q.  And,  as  a  matter  of  fact,  though,  isn't  that 
test  of  value  only  when  the  cancer  is  metastasized 
to  the  bone? 

A.  It  is  not  clear  that  it  is  only  when  it  has 
metastasized  to  the  bone  but  certainly  it  seems  to 
be  more  definitely  positive  when  metastases  have 
occurred  generally  and  particularly  to  the  bone. 

Q.  I  have  here  a  couple  of  text  books,  mth  which 
you  may  be  familiar.  "Metastasized"  means  what, 
for  the  record,  please? 

A.  It  means  little  groups  of  cells  have  sailed 
over  in  the  blood  stream  and  growing  independently 
of  the  original  source.  It  could  be  lymphatic  it 
has  gone  through  and  they  could  float  in  the  peri- 
toneal fluid. 

Q.  But  "metastasized"  means  ordinarily  that  it 
has  attached  itself  to  the  bone  in  some  way? 

A.  No;  that  is  not  correct.  The  bone  might 
have  escaped.     It  doesn't  necessarilv  mean  that  it 


El-0-Pathic  Pharmacy,  et  al.,  etc.  641 

(Testimony  of  Elmer  Belt,  M.D.) 

has  attached  to  the  bone.     Metastases  may  extend 

to  other  regions  than  the  bony  framework. 

The  Court:  Is  that  applicable  to  any  other  kind 
of  cells  or  germs  other  than  cancer?  [373] 

The  Witness:  We  speak  occasionally  of  metas- 
tatic spread  of  infection. 

The  Court:    That  is  what  I  meant. 

The  Witness:    Yes. 

The  Court:  ''Metastasis"  means  a  group  moves 
outward  ? 

The  Witness:  That  is  right;  that  it  has  left  the 
original  site  and  has  gone  elsewhere. 

Q.  (By  Mr.  Elson)  :  In  other  words,  it  has  left 
the  prostate  and  gone  to  other  parts  of  the  body? 

A.  Yes;  that  is  right.  It  is  possible,  however, 
to  have  a  rise  in  acid  phosphatase  in  cancer  of  the 
prostate  with  only  the  local  area  involved. 

Q.  I  have  before  me  here  a  book  entitled 
"Clinical  Biochemistry,"  by  Cantarow  and  Trum- 
per,  Third  Edition.     Are  you  familiar  with  that? 

A.    No. 

Q.  It  was  published  in  1945.  And,  on  page  201, 
at  the  bottom  of  the  page,  the  author  states,  ' '  Serum 
acid  phosphatase  determinations  have  been  shown 
to  be  of  clinical  value  only  in  carcinoma  of  the  pros- 
tate, with  metastasis."  Do  you  agree  or  disagree 
with  the  statement  of  the  author? 

A.  That  is  not  wholly  in  accord  with  my  experi- 
ence but  nearly  so. 

Q.  During  the  course  of  this  testimony  we  have 
referred  to  Volume  1,  "Recent  Progress  in  Hor- 


642  United  States  of  America  vs. 

(Testimony  of  Elmer  Belt,  M.D.) 
mone  Research,  Proceedings  [374]  of  the  Lauren- 
tian  Hormone  Conference."    Are  you  familiar  with 
that  work? 

A.  I  am  familiar  \\T.th  the  Laurentian  Confer- 
ence but  I  haven't  seen  their  reports. 

Q.  The  Laurentian  Hormone  Conference  is  one 
of  the  top  organizations  or  groups  of  its  kind  in 
connection  with  hormone  investigation,  is  it  not  ? 

A.     Yes,  sir;  that  is  right. 

Q.     Do  you  know  Dr.  Ira  T.  Nathanson? 

A.     I  don't  know  him;  no. 

Q.     Do  you  know  of  him? 

A.     I  have  heard  of  him ;  yes. 

Q.  He  is  considered  to  be  one  of  the  top  cancer 
men  in  the  country,  is  he  not? 

A.  I  am  not  acquainted  with  him  but  he  has  the 
reuptation. 

Q.  In  this  volume,  which  apears  to  be  a  sym- 
posium, is  an  article  entitled  "Endocrine  Aspects 
of  Human  Cancer,"  by  Ira  T.  Nathanson.  In  that 
he  discusses  carcinoma  of  the  breast,  tumors  of  the 
uterus,  cervix,  of  the  prostate  gland,  and  cancer  of 
the  prostate  gland.  Will  you  read,  on  page  281, 
the  Conclusions  there?  Will  you  read  that,  please, 
and  then  I  will  read  it  for  the  record. 

A.     Do  you  want  me  to  read  here? 


Q 

A 

Q 

A 


Just  read  under  "Conclusions."  [375] 

Shall  I  read  it  out  loud? 

Yes. 

"A  considerable  number  of  data  bearinsr  on 
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the  relation  of  the  endocrine  organs  to  tumors  have 
accumulated.  The  administration  of  sex  hormones 
to  experimental  animals  has  resulted  in  the  produc- 
tion, the  augmentation  and  the  inhibition  of  benign 
and  malignant  tumors.  These  changes  are  limited 
to  definite  types  of  tumors  in  different  species,  as 
well  as  to  certain  strains  in  any  one  species  of 
animal.  Thus,  there  are  other  factors  that  deter- 
mine the  reaction  of  a  tissue  to  a  hormonal  stimu- 
lus, and  the  susceptibility  of  an  animal  to  the 
induction  of  neoplasm.  It  is  difficult  to  interpret 
these  facts  in  terms  of  human  cancer.  Nevertheless, 
they  are  of  extreme  importance  in  the  study  of  the 
origin  and  course  of  cancer  in  general. 

"Strong  evidence  exists  to  indicate  that  endoc- 
rine factors  are  associated  with  some  human  tumors. 
There  is  as  yet  no  conclusive  proof  that  these  in- 
fluences are  directly  concerned  with  cancer,  al- 
though an  increasing  number  of  cases  are  coming 
to  light  in  which  cancer  developed  after  intensive 
estrogen  therapy  in  organs  such  as  the  uterus  and 
breast,  w^hich  are  normally  stimulated  by  these  hor- 
mones. It  is  possible  that  this  is  coincidence,  but 
the  association  cannot  be  ignored.  Present  evidence 
suggests  that  the  sex  hormones  are  not  in  themselves 
carcinogenic.  It  is  likelier  that,  as  [376]  a  result 
of  execessive  stimulation  of  a  typical  metabolism, 
the  tissues  of  susceptible  persons  are  conditioned 
to  the  action  of  a  carcinogenic  agent. 

"The  administration  of  hormones  or  the  altera- 
tion of  the  hormonal  or  metabolic  status  of  the  host 
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by  castration  may  exert  a  profomid  influence  on 
cancers  of  the  breast  and  prostate  glands.  The 
fact  that  alterations  occur  should  lead  to  intensive 
investigation  regarding  the  mechanism  of  regression 
and  progression  in  these  tumors.  The  concept  of 
autonomy  of  the  cancer  cell  in  general  must  be 
revised  in  light  of  these  recent  observations. 

' '  There  is  no  question  that  castration  or  hormonal 
administration  have  been  of  great  benefit,  as  an 
adjunct  to  the  treatment  of  a  number  of  advanced 
cases  of  cancer  of  prostatic  or  mammary  origin. 
Such  treatment  should  be  reserved  for  palliative 
purposes  only,  since  there  is  at  present  no  sub- 
stitute for  established  methods  in  the  operable 
patient.  There  is  little  to  support  the  therapeutic 
value  of  castration  or  hormones  in  any  other  type 
of  cancer."  [377] 

The  Court :    Who  wrote  that  and  when  *? 

Mr.  Elson:  Dr.  Ira  T.  Nathanson,  in  1947 — or 
1946. 

Q.  Do  you  agree  or  do  you  disagree  with  the 
statement  of  Dr.  Nathanson? 

A.     In  general,  that  sounds  like  good  sense. 

Q,  You  are  familiar,  of  course,  with  the  volume 
known  as  "New  and  Non-official  Remedies?" 

A.     Yes,  sir. 

Q.  And  it  is  true,  isn't  it,  that  that  is  a  standard 
work  that  is  accepted  by  doctors  as  a  standard  work 
on  the  subject  of  the  remedies  and  the  drugs  that 
Rre  contained  in  the  volume? 
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A.  It  is  a  ready  means  or  quick  reference  and 
available  guide  on  drugs  which  have  not  yet  become 
definitely  standardized  in  use. 

Q.  And  it  is  true,  isn't  it,  that  that  book  is  pub- 
lished and  revised  from  time  to  time  by  the  Council 
on  Pharmacy  and  Chemistry,  of  the  American  Medi- 
cal Association?  A.     That  is  right 

Q.  And  it  is  true,  isn't  it,  from  your  experience 
and  contact  with  other  doctors,  that  it  is  relied  on 
as  authoritative? 

A.  Yes,  but  it  is  understood  that  it  is  always 
behind  really  accepted  therapy;  I  mean  in  arrears; 
not  yet  caught  up  with.  [378] 

Q.  Doctor,  have  you  examined  in  "New  and 
Non-official  Remedies,"  the  volume  of  1948,  the 
subject  of  "Testosterone?" 

A.     No;  I  haven't  had  occasion  to  consult  that. 

Q.  I  am  going  to  show  you  "New  and  Non-offi- 
cial Remedies,  1948,"  commencing  at  page  410,  and 
going  over  to  page  411,  discussing  testosterone 
propionate  and  methyl  testosterone  and  ask  you  if, 
after  having  read  that,  you  find  any  contra-indica- 
tion  in  there  for  the  use  of  testosterone  in  cases  of 
prostatic  cancer  or  the  like  or  anything  else. 

A.     Your  question  regarding  this  was  what  ? 

Q.  After  having  read  that,  do  you  find  any 
contra-indication  in  the  volume  concerning  the  use 
of  testosterone,  in  any  form,  in  the  case  of  cancer 
of  the  prostate  in  any  stage  ? 

Mr.  Neukom:     That  speaks  for  itself. 

The  Witness :    No ;  this  doesn't  purport  to  discuss 
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cancer  of  the  prostate  and  it  doesn't  mention  it. 

The  Court:     It  is  really  silent  on  the  matter? 

Mr.  Elson:     That  is  correct. 

The  Witness:  Yes.  It  has  a  description  of  the 
drug  and  its  method  of  administration  and  the 
dosage. 

Q.  (By  Mr.  Elson)  :  Isn't  it  true  that  in  many 
instances  contra-indications  are  mentioned  in  that 
volume  concerning  drugs  f  [379] 

A.  Yes;  in  that  volume  and  in  that  paragraph 
it  mentions  the  contra-indication  of  destruction  of 
the  tubular  epithelium  and  the  production  of  azoo- 
spermia. 

Q.    And  what  is  azoospermia  ? 

A.  It  abolishes  sperm  from  the  ejaculate,  sperm 
being  the  male  sex  cell  which  fertilizes  the  female, 
and  in  one  paragraph  it  says  that  in  young  individ- 
uals the  use  of  that  material  destroys  that  function 
temporarily.  [380] 

It  doesn't  happen  to  mention  cancer.  Those  men 
who  write  that  don't  purport  to  set  up  all  of  the 
factors  surrounding  each  of  these  drugs.  If  they 
did,  it  would  take  a  volume  of  that  size  to  cover  the 
field  of  each  one. 

Q.  The  portion  you  speak  of  covering  azoospermia 
is  as  follows:  "However,  continued  administration 
of  testosterone  may  induce  azoospermia  even  though 
no  mention  of  permanent  supression  has  yet  ap- 
peared?" [381] 

A.     Yes;   that   is   right.     But   in   that   they   are 
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mistaken.     Evidence  of  permanent  suppression  has 

appeared. 

Q.  Doctor,  is  there  any  test  for  the  purpose  of 
detecting  an  incipient  cancer  of  the  prostate? 

A.     An  incipient  cancer? 

Q.     Yes. 

A.  Well,  let's  cralify  what  you  mean  by  "^ in- 
cipient. ' ' 

Q.  I  don't  know,  Doctor.  I  am  using  the  langu- 
age that  is  contained  in  the  information  or  the 
complaint  here.  It  is  charged  that  testosterone 
may  accelerate  the  growth  of  an  early  or  incipient 
cancer  of  the  prostate.  And,  in  looking  up  ''in- 
cipient" in  Taber's  Dictionary,  it  defines  it  as 
"beginning."  That  is  about  as  far  as  I  can  go. 
That  language  has  been  chosen  by  the  government. 
And  I  would  like  to  know  from  you  if  you  know 
of  any  test  whereby  an  incipient  cancer  of  the 
prostate  can  be  detected. 

A.  Well,  a  beginning  cancer  would  indicate  that 
it  has  already  begun  and  there  are  tests  which  show 
the  presence  of  a  cancer  of  the  prostate  if  it  has 
already  begun. 

Q.     The  acid  phosphatase  test? 

A.  That  would  require  having  the  prostate  can- 
cer progress  to  a  greater  extent  than  can  be  de- 
termined by  other  tests,  namely,  merely  simple 
palpation  of  the  gland  across  the  rectum 

Q.  Pardon  me  for  interrupting  you.  If  you  did 
find  [382]  it  on  palpation  of  the  prostate,  it  would 
no  longer  be  incipient,  would  it? 
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A.  It  might  be  considered  incipient  or  beginning 
because  you  can  get  around  it  and  cut  it  out  and 
stop  it.  In  other  words,  it  is  not  ended.  To  con- 
tinue with  your  first  question,  you  were  speaking 
of  tests.  There  are  two  tests  which  are  already 
known  but  not  in  current  use  for  very  early  can- 
cer. Charley  Huggins  has  one,  which  is  a  test  of 
the  proteins  of  the  blood  serum. 

Q.     How  recent  is  that  test? 

A.  He  announced  it  about  two  months  ago  and 
it  is  not  yet  in  current  use.  And  then  at  Birming- 
ham another  one  has  been  developed.  By  "Bir- 
mingham" I  mean  the  local  military  hospital  here 
in  Southern  California.  These  two  tests  are  closely 
correlated  and  they  resemble  the  Wassermann  test  in 
their  reaction.  They  are  specific  protein  reactions 
and  they  don't  show  cancer  only  but  other  devastat- 
ing diseases.  Their  effective  use  clinically  will  come 
about  because  only  when  these  other  diseases  are 
pretty  well  advanced  and  therefore  recognizable  do 
they  affect  the  test  in  the  same  way  that  cancer  does. 
We  are  looking  forward  with  much  hope  to  these 
tests  but  that  is  for  the  future. 

Q.  Assuming  that  a  man  let  us  say  in  middle 
age,  45  or  50,  came  to  a  general  practitioner  and 
stated  that  he  was  troubled  with  sweats,  nervous- 
ness, and  he  didn't  seem  to  remember  [383]  things 
like  he  used  to,  that  he  couldn't  concentrate  on  activ- 
ities, and  he  always  seemed  to  have  a  tendency  to 
evade  them,  and  so  on,  and  the  doctor  was  of  the 
opinion,  after  these  symptoms  were  told  to  him. 
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that  testosterone  might  be  of  benefit,  what,  in  your 
opinion,  would  the  general  practitioner  do  before 
prescribing  testosterone  to  this  man  for  such  symp- 
toms? 

A.     Well,  in  the  first  place,  he  would  think. 

Q.     Pardon  me? 

A.  In  the  first  place,  he  would  be  very  apt  to 
think  about  the  problem  and,  if  he  thought  about 
the  problem  very  much,  he  probably  wouldn^t  pre- 
scribe testosterone  for  those  symptoms. 

Q.     Why? 

A.     Because  they  don't  indicate  hypogonadism. 

Q.  Is  it  only  in  hypogonadism  that  testosterone, 
in  your  opinion,   is   effective? 

A.     Virtually  only. 

Q.     Hypogonadism,  again,  is  what? 

A.  A  reduction  in  the  amount  of  testosterone 
created  by  the  individual,  below  the  level  of  his 
needs. 

Q.  Is  it  your  opinion  that  testosterone  is  not 
of  benefit  to  men,  we  will  say,  in  that  general  age 
bracket,  who  have  complained  of  those  symptoms? 

A.  I  would  think  it  might  even  be  harmful  be- 
cause it  [384]  would  put  their  trust  in  a  remedy 
which  was  not  effective  and  probably  would  not 
strike  at  the  source  of  their  trouble.  A  very  careful 
analysis  of  that  problem  would  be  needed  for  that 
patient  and  he  would  be  very  apt  to  get  it  at  the 
hands  of  an  alert  general  practitioner.  Probabl}^ 
he  was  overworked. 

Q.     Isn't  it  a  fact  it  is  common  practice,  though. 
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among  general  practitioners  at  least,  to  prescribe 
testosterone  for  a  man  who  complains  of  those  symp- 
toms and  prescribe  it  for  a  period  of  say  three  or 
four  weeks  and  then  wait  and  see  whether  or  not 
the  man  has  been  relieved? 

A.  I  think  that  would  be  a  pretty  loose  method 
of  detecting  it,  although  it  might  happen  in  the 
welter  of  a  day's  work.  I  can  imagine  that  a  man 
might  take  that  shortcut  but,  if  he  really  thought 
about  the  problem  and  got  down  to  business  and 
studied  it,  he  would  be  concerned,  first,  about  the 
psychic  factors  in  such  an  individual  and,  second, 
whether  he  is  overworked  or  not  and  troubled.  Those 
are  psychogenic  symptoms  you  are  relating  when 
they  relate  to  men. 

Q.  Do  you  think  that  a  general  practitioner  would 
conduct  any  tests,  though,  before  prescribing  this 
for  him? 

A.  If  he  decided  on  the  use  of  testosterone  for 
such  an  individual,   would  be   conduct   any   tests? 

Q.     Yes. 

A.  The  thing  he  would  do,  most  certainly,  is 
make  a  digital  examination  of  his  rectum  and  feel 
the  back  of  his  [385]  prostate  because,  if  there  is 
a  malignant  process  there  which  he  could  recognize, 
he  would  certainly  fan  it  into  a  general  fire  and 
spread  it  by  the  use  of  testosterone  propionate,  and 
I  think  he  would  be  somewhat  reprehensible,  at  least 
not  acting  in  accordance  with  the  general  custom  of 
the  day,  if  he  didn't  do  a  rectal. 
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Q.  Would  he  make  any  blood  or  urine  tests  or 
anything  like  that? 

A.  For  that  specific  question,  **May  I  give  tes- 
tosterone to  this  patient  with  a  certain  degree  of 
safety,"  there  would  be  no  blood  test  that  he  would 
need  do  unless  he  wished  to  do  the  acid  and  alkaline 
phosphatase  test.  The  urine  test  wouldn't  show 
him  anything  unless  he  wished  to  take  the  time  to 
give  a  test  for  what  we  call  the  17  ketosteroids. 
The  17  ketosteroids  are  put  out  by  a  male  in  a  cer- 
tain definite  amount  and  we  can  measure  that 
amount  and  determine  whether  he  is  suffering  from 
hypogonadism. 

Q.  Do  you  think  that  good  practice  would  re- 
quire such  a  man  to  determine  by  the  17  ketos- 
teroids test  whether  the  man  was  suffering  from 
hormone  deficiency? 

A.  Certainly  good  practice  would  but  he  wouldn't 
be  too  reprehensible  if  he  didn't  do  that.  If  he 
really  wanted  to  find  out  if  the  man  had  hormone 
deficiency,  that  is  what  he  would  do  and  also  the 
acid  phosphatase  test  for  cancer  of  the  prostate. 
The  acid  and  alkaline  would  show  because  they  [386] 
are  both  involved.  There  are  two  separate  tests 
there  done  up  in  the  same  bundle.  But  it  is  quite 
probably  that,  if  the  general  practitioner  decided 
that  this  was  quite  likely  a  hormone  deficiency  that 
the  individual  was  suffering  from,  he  would  do  a 
rectal  examination  and  then  proceed  with  the  use 
of  his  testosterone  in  that  individual. 

Q.    And  then  wait  and  see  whether  or  not  those 
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symptoms   that  the   man  complained   of   were   re- 
lieved? 

A.  Well,  he  would  see  that  they  were  not  re- 
lieved. 

Q.     He  whaf? 

A.  He  would  see  that  they  were  not  relieved,  and 
then  he  might  begin  to  think  about  the  problem. 
But  that  isn't,  in  general,  the  way  our  general 
practitioners  go  about  their  work.  They  generally 
try  to  solve  the  problem  first  and  then  apply  therapy 
to  it.  There  are  so  many  things  you  can  apply  in 
this  modern-day  medicine  that,  if  you  start  out  and 
say,  *'I  will  try  this  drug  and  the  other  drug  to 
see  which  one  clicks  with  this  patient," — the  thing 
to  do  is  to  take  a  history  and  make  a  physical  exam- 
ination and  determine  for  what  reason  this  was 
being  used,  or  I  mean  what  material  should  be  used, 
and  use  it  with  some  semblance  of  reason.  Actu- 
ally, that  is  the  way  most  doctors  think. 

Q.  However,  the  general  practitioner,  of  course, 
would  not  approach  the  problem  with  the  same  pre- 
cision that  a  man  who  was  a  specialist  in  that  field 
would,  would  he?  [387] 

A.  That  problem  is  the  specialty  of  the  general 
practitioner  that  you  are  posing  there.  You  are 
presenting  a  middle-aged  man  who  is  tired  and  worn 
out  and  who  has  come  to  the  doctor  for  some  help. 
That  is  the  general  practitioner's  meat.  He  sees 
that  every  da}^,  and  he  must  help  that  fellow.  Other- 
wise, his  standing  in  the  neighborhood  would  drop 
and  he  wouldn't  have  the  reputation  that  he  wants 
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in  the  group  lie  is  serving,  and,  if  he  prescribes  an 
expensive  remedy,  and  it  doesn't  do  the  patient  any 
good,  there  is  a  doctor  across  the  street. 

Q.  In  other  words,  the  approach  of  the  general 
practitioner  to  the  problems  of  the  patient  is  quite 
different  from  the  approach  of  a  professional  in- 
vestigator or  researcher  ? 

A.  I  am  confused  by  your  question.  The  re- 
searcher is  doing  research  on  a  problem  and  his 
approach  is  not  the  clinical  approach  necessarily. 
Is  that  what  you  are  saying? 

Q.    Yes. 

A.  But,  when  he  has  a  patient  before  him,  then 
he  is  a  clinician.  For  instance,  in  our  group  we  are 
doing  a  considerable  amount  of  research  on  a  spe- 
cific problem  but  we  don't  see  every  patient,  that 
comes  into  our  office,  in  the  light  of  that  problem. 
And  that  is  the  way  of  a  research  individual  who 
is  also  treating  patients. 

Q.  In  your  direct  testimony  the  other  day,  the 
following  question  was  asked  of  you  at  page  247, 
commencing  with  [388]  line  12,  ''You  feel  that  such 
precautions  are  a  prerequisite  to  any  testosterone 
therapy  then,  is  that  correct? 

A.  That  is  right  except  in  groups  where  cancer 
of  the  prostate  is  not  liable  to  occur  and  by  that  I 
mean  the  cases  in  which  testosterone  is  iDarticularly 
valuable,  or  the  groups  of  young  individuals  who 
show  a  definite  endocrine  deficiency  in  regard  to 
testosterone  and  who  need  the  substance  in  the  nor- 
mal  process   of   their   growth    and   development" 
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Now,  I  was  wondering,  when  I  read  through  that, 
what  you  meant  when  you  said — well,  I  will  show 
it  to  you.  There  is  the  question  at  line  12  and  also 
down  in  here.  I  was  wondering  what  you  meant 
when  you  said,  "I  mean  the  cases  in  which  testos- 
terone is  particularly  valuable."  [389] 

The  Witness:  Well,  I  think  we  had  already 
talked  about  the  boys  who  had  their  testicles  blown 
off  in  the  war. 

Mr.  Elson:  I  don't  know  whether  that  preceded 
that  or  not. 

The  Witness:  I  don't  know.  Then,  following 
immediately,  you  went  right  on  and  developed  that 
point. 

Mr.  Elson :    I  did  not. 

The  Witness :    Yes. 

Mr.  Danielson :  I  believe  if  the  witness  could  see 
the  bottom  of  page  246,  the  paragraph  immediately 
preceding  would  be  more  intelligible,  probably. 

Mr.  Elson:  All  right.  I  think  it  started  at  line 
21,  don't  you? 

Mr.  Danielson:     Well,  the  bottom  part  of  246. 

Q.  (By  Mr.  Elson):  Will  you  read  that  on 
through  there,  Doctor,  over  on  to  page  247?  Then 
I  would  like  to  know  what  you  had  in  mind. 

A.  "During  the  last  war,  we  had  a  large  group 
of  fellows  who  lost  their  testicles  from  land  mines. 
On  land  mines  the}^  stubbed  their  toe " 

Mr.  Elson :  No.  Turning  back  to  pages  246  and 
247,  which  precedes  that. 
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Mr.  Danielson:    Let  us  say  line  17  at  page  247. 

Mr.  Elson:    Line  17  at  page  246.  [390] 

The  Witness:  ''Q.  You  have  mentioned  that 
you  have  used  methyl  testosterone  or  testosterone  in 
some  of  your  treatment.  Are  there  any  instances 
that  you  know  of  in  which  methyl  testosterone  or 
testosterone  can  have  a  good  effect? 

"A.  There  are  many  instances  in  which  it  is  a 
drug"  of  great  value. 

Now^,  you  want  to  know  what  case  it  is  valuable 
in? 

Q.  (By  Mr.  Elson)  :  Yes.  You  said  by  that  you 
mean,  there  at  lines  14  and  15  on  page  247,  the  cases 
in  which  it  is  particularly  valuable.  What  cases 
did  you  have  in  mind  in  which  it  is  particularly 
valuable  ?  A.     Hypogonadism. 

Q.  What  type  of  individual  is  included  in  that 
category  % 

A.  Well,  individuals  in  which  the  doctor  feels 
that  the  testicles  are  not  performing  their  proper 
function,  supplying  an  adequate  amount  of  testos- 
terone. 

Q.  Would  that  be  the  individual  whose  testicles 
had  not  descended  or  developed  as  a  normal  person 's 
would  ? 

A.  It  is  not  used  in  undescent  of  the  testicles, 
because  really  you  can't  feel  the — an  undescended 
testicle  may  be  out  of  reach  of  palpation,  you  don't 
know  how  big  it  is  or  how^  well  it  is  performing  its 
function  from  judging  by  its  size,  it  would  not  strictly 
mean  undescended  testicles;  it  would  mean  undo- 
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veloped  testicles  and  undeveloped  genitalia,  [391] 
and,  given  a  young  individual  whose  testicles  are  not 
up  to  standard,  up  in  size  and  whose  function  is  not 
up  to  standard  and  size,  a  careful  administration  of 
testosterone  will  increase  the  size  of  the  testicles 
and  of  the  penis.  There  is  a  certain  penalty  which 
is  paid  for  that.  As  you  know,  bone  growth  is  not 
complete  in  youngsters.  They  are  developing  in 
youngsters  as  they  advance.  Now,  this  bone  growth 
will  develop  despite  the  fact  that  the  child  does  not 
have  adequate  testicles.  As  a  matter  of  fact,  some- 
times it  develops  that  by  testosterone  propionate 
given  in  those  early  years,  it  will  cause  a  fixation 
of  the  bone  growth  and  we  have  a  young  individual 
who  is  stunted  in  his  height  and  length  of  his  arms. 
So,  all  that  kind  of  thing  has  to  be  taken  into  con- 
sideration and  the  judgment  of  the  doctor  applied 
as  to  how  much  he  wants  to  stimulate  the  testicles 
and  how  much  he  wants  to  retard  the  bone  growth. 

*     *     * 

Q.  It  is  true,  isn't  it,  that  you  encounter  from 
time  to  time  young  men  or  boys  who  have  no  growth 
of  hair,  we  will  [392]  say  that  they  have  reached 
the  age  when  they  should  have 

A.  They  have  reached  the  age  when  they  should 
have  and  they  don't  have  it. 

Q.     (Continuing):     and  they  don't  have  it; 

there  is  very  little  pubic  hair,  is  that  correct? 

A.     That  is  right. 

Q.    We  will  say  there  is  little  or  no  trace  of  any 
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hair  on  the  body  such  as  you  might  expect  with  the 
normal  male;  would  a  person  like  that  be  included 
in  the  class  of  a  hypogonad? 

A.  Of  course,  what  you  really  mean  is  that  the 
sexual  distribution  of  hair  is  lacking. 

Q.  Yes,  secondary  sex  characteristics,  would  that 
be  right? 

A.  Yes,  other  than  hair  growth,  because  it  is 
another  type  of  alopecia  generalis,  a  case  of  gen- 
eral baldness. 

The  Court:  Just  a  moment.  Hasn't  race  and 
climatic  environment  much  to  do  with  that  matter? 

The  Witness:    Yes. 

The  Court :  In  the  growth  or  development  of  hair 
on  the  male  body? 

The  Witness:    That  is  right. 

The  Court:     Take  the  Indians. 

The  Witness:     That  is  right. 

The  Court:  Take  the  Eskimos;  take  people  of 
the  tropical  [393]  regions,  they  don't  have  hair  on 
their  bodies  as  the  Caucasians  and  the  others  do. 
Take  the  Ainus,  one  of  the  islanders  of  Japan  in  the 
north,  they  are  as  hairy  as  a  dog.  Do  you  mean 
that  this  matter  of  hormones  has  anything  to  do 
with  the  difference  between  those  people? 

The  Witness:  I  don't  think  so.  No,  not  in  that 
sense.  I  don't  think  the  sex  hormone  determines 
racial  differences  of  that  type,  but  I  was  taking  it 
that  way.  I  think  that  his  question  eliminated  that 
feature. 
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Mr.  Elson:    It  did. 

The  Witness:  For  instance,  a  Negro  does  not 
have  hair,  the  colored  man  has  wool  and  his  wool  is 
distributed  quite  peculiarly,  you  don't  find  it  on  his 
forearms  and  on  his  chest  the  way  you  do  on  the 
white  man  and,  as  you  say,  the  Ainu  grows  in  the 
same  territory  as  his  Japanese  brother,  and  the 
Japanese  find  it  difficult  to  grow  a  beard,  whereas 
the  Ainu  grows  one  down  to  his  knees  and  he  is 
proud  of  it. 

To  be  sure,  with  hypogonadism,  one  of  its  indica- 
tions is  failure  to  grow  hair,  at  the  time  when  hair 
should  appear,  and  testosterone  propionate  could 
be  expected  to  stimulate  the  growth  of  hair  in  those 
individuals.    It  might  not. 

Q.  (By  Mr.  Elson)  :  Now,  these  blood  tests  and 
the  urine  tests  to  determine  whether  or  not  there  is 
a  hormone  deficiency — not  the  blood  test  but  the 
urine  test  to  determine,  I  take  it,  whether  or  not 
there  is  a  hormone  deficiency  and  the  [394]  acid 
phosphatase  test,  the  blood  test  to  determine  whether 
or  not  there  is  a  cancer  of  the  prostate  that  can  be 
detected,  how  long  do  those  tests  take  to  complete? 

A.  The  acid  phosphatase  test,  if  you  are  set  up 
for  it,  you  can  complete  in  just  a  few  minutes.  It 
does  not  take  very  long. 

With  the  17  ketosteroid  test,  in  the  first  place  you 
have  to  collect  a  48-hour  specimen  of  urine,  so  there 
is  48  hours. 

In  the  seeond  place,  it  takes  the  chemist  another 
two  days  to  do  the  test  and  then  he  has  to  get  his 
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report  to  you,  so  you  have  to  allow  a  week  for  that. 

Q.     But  the  blood  test  takes  how  long,  you  say? 

A.     Just  a  very  short  time. 

Q.  The  general  practitioner,  I  take  it,  is  not 
equipped  to  make  either  of  those  tests,  is  he? 

A.     No,  no. 

Q.     As  a  rule? 

A.  No,  he  is  not.  As  a  matter  of  fact,  in  our 
very  extensively  laid  out  office,  we  don't  do  the  17 
ketosteroids.  At  present,  we  are  sending  them  over 
to  Cal  Tech. 

Q.  Now,  you  also  stated  in  your  direct  examina- 
tion, on  page  253,  lines  4  to  12,  ''There  are  a  few 
special  cases  in  which  testosterone  propionate  is 
stimulating  and  of  value  over  short  periods  of  time, 
and  that  applies  to  methyl  testosterone  taken  by 
mouth,  too."  What  did  you  mean;  what  did  you 
include  [395]  in  those  special  cases.  Doctor? 

A.  Well,  I  am  not  sure  that  what  I  am  about  to 
say  would  be  generally  recognized  as  good  practice, 
by  everyone  who  has  thoroughly  studied  this  prob- 
lem, but  what  I  had  in  mind  there  and  what  I  be- 
lieve myself,  personally,  from  my  own  observations, 
is  in  regard  to  several  definite  symptom  complexes. 
Now,  every  physician  is  constantly  making  observa- 
tions which  are  different  from  those  of  his  fellows, 
and  that  is  what  makes  medicine  grow. 

A  little  while  ago.  Dr.  Hans  Selye  of  Montreal, 
in  his  experimental  laboratory,  showed  that  testos- 
terone propionate  caused  a  very  good  growth  of 
epithelium  in  nephritis,  in  cases  in  which  the  kidney 
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was  robbed  of  some  of  its  secreting  service  by 
disease,  that  testosterone  propionate  helped  this 
kidney  to  come  back  to  function.  He  carried  that 
work  into  the  clinic  from  his  laboratory,  where  the 
observation  had  been  made  that  an  animal  given 
testosterone  propionate  immediately  after  poison- 
ing with  mercury  bichloride,  deliberate  poisoning  to 
damage  the  kidney,  that  the  animal  would  require 
twice  as  much  mercury  of  bichloride  to  cause  its 
death  if  testosterone  propionate  were  used  as  an 
antidote  for  the  poison  afterwards.  So,  picking  up 
that  little  bit  of  information  that  Hans  Selye  put 
out  in  his  experimental  laboratory  work,  we  applied 
it  further  in  nephritis  cases  and  found  that  these 
j^oung  nephritics  who  were  just  beginning  to  show 
manifestations  of  nephritis,  a  [396]  disease  in  which 
the  kidney  is  poisoned  by  some  poisons  in  the  body 
little  understood,  that  these  patients  did  very  well 
with  testosterone,  in  fact  much  better  than  the  con- 
trolled cases  which  were  treated  alongside  of  them 
without  it.  So  I  had  that  in  mind.  Now,  that  has 
been  verified  in  the  literature.  Other  men  have 
noticed  it,  but  in  general  it  is  not  used  for  that 
purpose  probably  because  of  its  latent  dangers. 

Now,  another  group  of  cases  in  which  we  use 
testosterone  propionate,  for  short  periods  of  time 
and  under  controlled  observation,  is  with  the  elderly 
man  in  hospital  who  becomes  disoriented  and  wakes 
up  in  the  middle  of  the  night  and  can't  recall  where 
he  is  and  gets  up  out  of  bed  and  is  apt  to  walk  down 
the  corridor  with  nothing  on  or  get  into  bed  with 


El-0-Pathic  Pharmacy,  et  ah,  etc.  661 

(Testimony  of  Elmer  Belt,  M.D.) 
someone  else,  and  who  is  mentally  disturbed.  That 
isn't  funny.  That  is  a  tragic  circumstance.  Now, 
I  think  it  is  valid  to  use  testosterone  propionate  in 
that  kind  of  a  condition.  We  use  other  measures, 
too.  We  have  them  breathe  oxygen  for  20  minutes 
before  they  go  to  sleep,  to  thoroughly  oxygenate 
their  tissues.  That  is  general  practice — that  is 
common  practice.  Testosterone  propionate  is  not 
used  commonly  for  that,  but  we  use  it  for  that. 

Another  condition  in  which  we  have  noticed  im- 
provement are  these  indolent  ulcers,  of  the  age  in 
which  the  leg,  the  lower  leg,  has  ulcers  in  it  which 
do  not  heal  up  despite  everything  you  do;  we  find 
that  in  a  short  period  of  time  testosterone  [397] 
propionate  brings  about  sufficient  regrowth  of  tissue 
to  heal  over  those  ulcers.  I  think  that  is  an  ob- 
servation that  is  common  to  many  physicians. 

Those  were  some  of  the  things  that  I  was  thinking 
of  when  I  made  that  statement. 

Q.  (By  Mr.  Elson)  :  Now,  coming  back  here  to 
the  practioner  to  whom  a  man  comes,  and  we  will 
say  a  man  in  middle  life,  and  complains  of  these 
symptoms  that  we  have  mentioned  before 

A.  You  mean  hot  flashes  in  a  male,  a  male  who 
is  tired,  who  doesn't  sleep  or  is  excessively  worried 
and  feels  that  he  is  not  sufficiently  combative  *? 

Q.  Yes.  The  doctor  gives  him  a  rectal  examina- 
tion, is  unable  to  detect  the  presence  of  anything 
suspicious  from  the  standpoint  of  cancer  of  the 
prostate,  he  prescribes  methyl  testosterone  for  the 
man,  and  the  man  goes  out  and  fills  the  prescrip- 
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tion ;  it  is  a  fact,  is  it  not,  that  that  man  can  go  back 
to  a  drug  store  as  often  as  he  desires  and  have  that 
prescription  refilled,  without  going  to  that  doctor 
or  to  any  other  doctor  and  having  a  new  prescription 
made  up  for  him? 

A.  Yes,  in  California  that  is  a  fact.  Now,  that 
is  not  the  only  fact.  He  doesn't  have  to  have  a 
prescription  in  the  first  place. 

Q.     Well,  that  is  true,  too.  [398] 

A.     It  is  true,  too. 

Q.  But  even  where  he  has  gone  to  the  doctor 
and  the  doctor  has  told  him  that  he  will  prescribe, 
and  he  does  prescribe,  methyl  testosterone  for  him, 
the  result  is  just  as  I  have  said,  he  can  go  back  and 
have  it  refilled  as  often  as  he  wants  to,  without  ever 
seeing  another  doctor? 

A.     That  is  right.    That  is  the  grave  danger. 

Q.     Now,  on  page  253,  lines  7  to  12 

A.  Or  the  doctor  could  circumvent  that,  if  he 
wished,  by  just  putting  a  little  phraseology  on  the 
bottom  of  the  prescription,  "Don't  Repeat." 

Q.     Is  that  common? 

A.  I  suppose  it  isn't.  The  doctor  forgets  to 
do  it.  The  druggist  isn't  bound  to  observe  it.  Now, 
what  is  it  you  want  me  to  see  ? 

Q.  Wait  just  a  minute.  Let  us  pursue  that  just 
a  little  bit  further. 

Now%  then,  Doctor,  }^ou  know  of  course  that  the 
man  can  have  this  refilled.  Is  it  common  practice 
for  the  doctor  to  state  on  his  directions  to  the  drug- 
gist that  this  product  shall   only  be  taken   for  a 
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certain  period  of  time,  in  order  that  any  untoward 

effects  from  it  may  be  diagnosed  by  the  doctor  % 

A.  No.  That  would  be  extremely  uncommon 
practice.  What  the  doctor  would  do  is  he  would 
write  at  the  bottom  of  the  prescription,  in  Latin, 
''Do  Not  Refill."  [399] 

Q.     And  that  is  not  common? 

A.  Well,  I  don't  suppose  it  is.  It  is  not  common 
enough.  Sometimes  the  doctor  explains  these  mat- 
ters to  the  patient  and  obtains  their  sympathetic 
understanding  of  their  problerai,  but  there  again 
you  are  up  against  the  difficulty  that  even  the  alert 
patient  does  not  understand  everything  the  doctor 
tells  him.  It  is  common  experience  for  a  physician 
to  patiently  explain  a  problem  to  a  patient  and  have 
him  fail  to  understand  it. 

Q.  At  page  253,  line  7,  you  said,  "What  I  am 
pleading  for  in  this  case  is  that  it  be  adequately 
controlled,"  that  is,  testosterone,  "with  careful  ob- 
servations, in  order  not  to  run  the  patient  into 
danger,  because  the  good  advantage  this  material 
does  is  out  of  all  proportion  in  relation  to  its  harm. 
The  amount  of  potential  harm  it  has  is  much  more 
than  the  good  it  can  do  if  used  unbridled." 

Now,  what  you  had  in  mind  there,  when  you  said 
what  you  were  pleading  for  in  this  case,  is  that  the 
requirement  be  made  that  this  product  be  sold  only 
on  prescription?  A.     Yes. 

Q.  Now,  you  know  of  Roche-Organon  Company, 
do  vou  not?  A.     Yes,  indeed. 
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Q.  Do  you  know  of  Ciba  Pharmaceutical  Com- 
pany ?  A.    Yes. 

Q.     And  the  Schering  Corporation?  [400] 

A.    Yes. 

Q.  By  the  way,  as  a  matter  of  fact,  Schering 
Corporation  is  owned  and  operated  by  the  United 
States  Government,  isn't  it? 

A.    My  goodness,  I  did  not  know  that. 

Q.  Isn't  it  one  of  the  companies  that  had  its 
origin  or  control  with  the  I.  C  Farben  Company 
in  Germany  taken  over  by  the  Alien  Property 
Custodian  ? 

A.  It  seems  to  me  that  I  read  something  of  that 
sort,  but  you  are  far  beyond  me  there. 

Q.  Now  then.  Doctor,  so  far  as  you  know,  these 
companies  maintain  research  staffs'? 

A.     Yes.    Ciba,  for  instance,  invented  DDT. 

Q.  And,  so  far  as  you  know,  the  gentlemen  who 
comprise  those  research  staffs  are  competent  men 
in  their  field? 

A.     They  get  the  best  people  they  can  get. 

Q.     I  beg  your  pardon  ? 

A.  They  get  the  best  men  they  can  get.  They  are 
continually  robbing  our  laboratories  of  men  like 
Charles  Huggins. 

Q.  It  is  true,  also,  that  these  three  large  com- 
panies distribute  great  quantities  of  literature  ex- 
plaining to  the  physician  the  use  of  their  products, 
do  they  not? 

A.  Very  elaborate  literature,  beautifully  illus- 
trated. 
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Q.  And  isn't  it  a  fact  that  the  average  doctor 
relies  considerably  on  the  statements  that  are  con- 
tained in  that  literature,  [401]  as  well  as  the  contra- 
indications that  are  made? 

A.  Well,  we  have  a  phrase,  cum  grano  salis, 
which  we  use  there,  I  suppose. 

Q.     I  have  forgotten  all  the  Latin  I  ever  knew. 

A.  Until  you  get  into  legal  verbiage,  but  that 
means  with  a  grain  of  salt. 

For  instance,  one  company  makes  penicillin,  and 
a  brochure  lies  on  my  desk  right  now  for  that  com- 
pany's penicillin  and  its  great  efficacy  in  the  treat- 
ment of  syphilis.  But  it  does  not  say  anything  at 
all  about  the  other  materials  which  are  used  in  the 
treatment  of  syphilis  and  indeed  used  to  much 
greater  advantage  in  connection  with  this  penicillin 
of  theirs.  Here  is  this  beautiful  brochure  and  it 
leaves  out  a  very  essential  fact  that  one  of  their 
associates  these  days  ever  used  an  agent  during  the 
course  of  this  treatment  which  will  make  better  and 
more  efficacious  the  use  of  their  own  product.  That 
is  the  kind  of  thing  one  must  be  aware  of,  if  he  is 
listening  to  only  one  approach.  Every  practitioner 
realizes  in  reading  the  literature  of  a  protagonist 
of  one  firm's  substance,  that  he  is  reading  biased 
literature  and  if  he  wishes  to  obtain  real  informa- 
tion, he  can  go  to  the  original  sources. 

Actually,  what  the  practitioner  finds  in  reading 
this  type  of  literature  you  are  speaking  of,  advertis- 
ing literature,  is  that  the  bibliography  given  at  the 
end  of  [402]  each  of  these  articles  is  one  of  the 
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most  valuable  contributions  of  the  person  that  he 
has  before  him,  and  he  usually  goes  over  to  the 
library  and  has  that  material  laid  out  for  his  use, 
so  that  he  can  control  these  observations  by  going 
back  to  their  original  sources,  and  it  is  just  as  you 
can  read  one  paragraph  and  pervert  the  mind  of 
your  audience  with  that,  you  may  find  out  that  this 
company  is  using  an  isolated  fact,  which  when  read 
further  is  mitigated  by  other  observations. 

Q.  Now,  do  you  think  that  the  average  doctor 
has  the  time  in  which  to  run  down  that  bibliogra- 
phy? And  see  whether  or  not  it  supports  the  text 
in  the  manufacturer's  brochure? 

A.  Well,  I  am  the  director  of  the  Los  Angeles 
Count}^  Medical  Library,  the  County  Medical  As- 
sociation Library.  It  is  astonishing  the  number  of 
doctors  that  use  that. 

Q.     You  think  that  they  do  that?  A.     Yes. 

Q.  Do  you  think  that  doctors  in  reading  this 
literature  assume  that  the  manufacturers  have  left 
out  certain  factual  or  important  information  on  the 
subject  in  the  brochure? 

A.     Oh,  we  know  it  so  well. 

Q.     And  the  average  doctor  feels  that  way? 

A.     Oh,  yes. 

Q.     The  same  would  be  true  of  contra-indications  ? 

A.  Oh,  I  suppose  they  would  be  very  careful  not 
to  turn  out  a  really  poisonous  product  that  a  doctor 
would  get  into  trouble  with,  if  they  could  avoid  it. 

Q.     Now,  I  am  going  to  show  you 
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A.  (Continuing)  :  They  might  fail  to  list  con- 
tra-indications  properly,  they  might  very  well  fail 
to  do  it.  Again,  there  are  little  and  big  companies 
you  know,  and  there  are  small  companies  which  do 
not  have  the  funds  to  carry  out  concepts  like  this, 
who  are  apt  to  give  misinformation,  that  the  large 
companies  would  not  put  out. 

*  *     * 

Q.  (By  Mr.  Elson)  :  Now,  I  have  here  a  hand- 
book, Schering  Handbook,  that  I  have  shown  to 
counsel,  1947  edition,  and  I  refer  to  pages  11  and  12 
dealing  with  Oreton,  the  trade  name  of  their  male 
sex  hormone,  and  ask  you.  Doctor,  to  read  that, 
please,  and  state  whether  or  not  you  find  anything 
there  that  contra-indicates  that  product  in  connec- 
tion with  an  incipient  cancer  of  the  prostate  or  any 
kind  of  a  cancer. 

A.     (The  witness  examines  said  handbook.) 

Now,  you  wanted  to  know  what,  after  I  read  this  ? 

Q.  Whether  there  is  anything  on  those  two  pages 
that  you  read  that  contra-indicates  the  male  sex 
hormone  in  [404]  the  case  of  an  incipient  cancer  of 
the  prostate  or  any  other  kind  of  cancer. 

A.  No.  There  is  more  than  that,  though,  that  I 
disagree  with  in  this. 

Q.  Just  a  moment.  The  answer  is  you  do  not 
find  anything  like  that?  A.     That  is  right. 

*  *     * 

Q.  As  a  matter  of  fact,  I  am  willing  to  introduce 
the  handbook  in  evidence. 
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A.  The  answer  to  that  question  is  no.  What  date 
is  this? 

Q.     1947. 

A.     That  is  already  two  years  old. 

Q.  That  is,  I  take  it  that  it  is  1947,  copyright 
1947.  A.    Yes. 

The  urogenic  nature  of  testosterone  propionate  in 
elderly  men  was  known  before  this  thing  was  gotten 
out  but,  as  I  said  before,  here  are  two  little  passages 
and  while  you  can't  get  [405]  everything  in  here, 
they  do  say,  ''In  elderly  males,  suffering  with  dis- 
orders in  which  unusual  activit}^  may  be  hazardous ; 
a  contra-indication. ' ' 

Q.     That  is  right. 

A.  Of  course,  that  is  a  sort  of  come-on  para- 
graph, because  it  makes  the  person  reading  it  feel 
that  surely  this  elderly  male  will  have  his  sexual 
appetite,  interest  and  ability  to  perform  so  stimu- 
lated that  he  will  kill  himself  having  sexual  inter- 
course. 

Q.  And  that  is  under  the  heading,  though,  of 
"Contra-indications,"  isn't  it? 

A.  Yes,  but  it  has  that  reverse  implication  which 
is  very  bad.  It  doesn't  do  any  such  thing.  The 
French  call  that  the  sweet  death.  [406] 

*     *     * 

The  Witness :  All  right.  There  is  more,  though, 
that  is  disastrous  there,  besides  that.  For  instance, 
he  refers  all  the  way  through  to  the  male  climacteric. 
I  don't  thmk  there  is  any  such  thing. 

Q.     (By  Mr.  Elson) :     Pardon  me? 


El-O-Patliic  Pharmacy,  et  al.,  etc.  669 

(Testimony  of  Elmer  Belt,  M.D.) 

A.  He  refers  on  those  two  pages,  all  the  way 
through,  to  the  male  climacteric.  I  don't  think  the 
male  has  any  climacteric.  I  think  that  most  careful 
observers  believe  that,  also,  that  there  is  no  male 
climacteric. 

Q.  Well,  isn't  it  true  that  that  opinion  that  you 
have  just  expressed  is  one  that  is  not  universally 
shared  by  the  profession? 

A.  Goodness.  I  don't  know  of  any  opinion  that  is 
universally  shared  by  my  profession  or  yours. 

Q.  Doctor,  I  agree  with  you.  And  it  is  also  true, 
is  it  not,  that  there  are  many,  many  articles  that 
have  been  written  in  medical  journals  on  the  subject 
of  male  climacteric? 

A.  In  proportion  to  the  number  of  loose  thinkers 
that  there  are. 

Q.     Do  you  know  Dr.  August  Werner? 

A.     Not  wisely,  but  too  well.  [407] 

Q.     Of  St.  Louis?  A.     I  know  him. 

Q.     Do  you  consider  him  to  be  a  loose  thinker? 

A.  Yes,  he  is  an  example  of  the  type  of  person 
who  gets  all  mixed  up  in  this  problem  and  mixes  up 
psychogenic  problems,  psychosomatic  problems,  with 
physiological  ones  and  I  think  it  is  very  bad. 

Q.  Do  you  know  Dr.  Hans  Lisser  of  the  Univer- 
sity of  California  Medical  School? 

A.  Yes.  He  was  one  of  my  teachers  and,  to  a 
certain  extent,  he  does  the  same  thing. 

Q.     He  is  one  of  those  loose  thinkers? 

A.     To  a  certain  extent. 

Q.     Do  you  know  Dr.  Escamillo? 
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A.     I  believe  he  is  an  associate  of  Hans  Lisser. 

Q.     Do  you  consider  him  to  be  a  loose  thinker? 

A.  I  think  that  some  of  the  articles  that  they 
have  put  out  on  this  subject  are  bad. 

Q.  Well,  there  is  no  use  of  taking  the  time  to  go 
into  them  all,  but  it  is  a  fact  that  many,  many  arti- 
cles have  appeared  in  the  Journal  of  Urology,  the 
Urological  and  Cutaneous  Review,  and  other  similar 
medical  journals  in  which  various  doctors  have  dis- 
cussed the  male  climacteric,  its  symptoms  and  treat- 
ment, and  so  on? 

A.  The  majority  of  the  articles  discuss  it  only 
to  show  [408]  that  it  doesn't  exist.  There  are  a  few 
individuals  who  believe  that  there  is  a  male  climac- 
teric, but  I  think  that  the  best  thought  is  to  the 
contrary.  As  a  matter  of  fact,  in  Holh^vood  we  say 
that  a  woman  has  a  change  of  life  but  a  man  has  a 
change  of  wife. 

Q.     Do  you  know  Dr.  Lester  Hollender  ? 

A.     No,  I  don't. 

Q.     Dr.  Harold  R.  Yogel?  A.     No. 

Q.  There  is  a  publication,  is  there  not,  entitled 
The  Archives  of  Dermatology  and  Syphilis? 

A.    Yes,  sir. 

Q.  Was  that  considered  to  be  an  authoritative 
publication  1 

A.  Yes.  All  of  these  are  authoritative  publica- 
tions that  you  have  mentioned,  but  they  don't  keep 
out  articles  because  they  present  views  which  are 
contrary  to  the  current  accepted  opinion. 

Q.     Well,  without  taking  the  time  to  go  into  all 
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of  these  things,  it  is  true,  now,  isn't  it,  as  a  fact,  that 
there  have  been  many  articles  written  by  many 
doctors  in  these  various  publications  in  which  they 
discuss  the  male  climacteric,  its  symptoms  and  how 
it  is  to  be  handled  and  treated  in  connection  with 
testosterone '? 

A.  I  suppose  one  could,  on  combing  the  literature 
for  [409]  that  purpose,  uncover  numbers  of  them. 

It  is  also  true  that  in  the  two  processes,  the  meno- 
pause in  the  female,  that  process  is  nothing  like 
that  which  occurs  in  a  man;  the  ovary  atrophies, 
the  menstrual  cycle  stops,  the  whole  status  of  the 
woman  changes. 

Q.  Doctor,  I  have  just  shown  this  little  pamphlet 
to  counsel,  another  publication  of  the  Schering  Cor- 
poration, a  publication  of  the  Medical  Research 
Division,  and  entitled  "A  Rational  Approach  to  the 
Treatment  of  the  Male  Climacteric,"  published  in 
1945,  and  ask  you  to  read  at  the  bottom  of  page  11 
under  the  title  ' '  Genitourinary  Effects, ' '  over  to  the 
end  of  that  title  on  page  12. 

Would  you  read  it  aloud  *?  Then  it  will  save  me 
reading  it  later. 

A.  "Impotence,  as  a  manifestation  of  the  male 
climacteric  is  often  amenable  to  androgen  therapy 
and,  as  Lamar  indicates,  'Sexual  powers  and  libido 
can  be  restored  in  a  moderate  degree,  bringing  in 
many  cases,  peace  and  renewed  marital  happiness.' 

"Urinary  difficulties  due  to  prostatism  respond 
favorably  to  Oreton." 

Prostatism  is  another  field. 
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'^Kearns  observed  'a  definite  beneficial  effect  in 
the  improvement  in  tone  of  the  bladder  as  noted  in 
cystometric  measurements  and  in  the  detrusor  ac- 
tion as  evidenced  by  a  better  [410]  empyting  power 
and  smaller  amounts  of  residual  urine.  Subjective 
relief  from  frequency  and  dysuria  has  been  noted 
consistently.  The  majority  of  the  patients  have  also 
noted  varying  degrees  of  improvement  in  the  uri- 
nary stream." 

Q.  Now,  Doctor,  do  you  agree  or  disagree  with 
the  statement  that  you  have  just  read  there  concern- 
ing the  subject  of  impotence  ? 

A.     I  disagree  with  it. 

Q.  Do  you  know  Dr.  John  R.  Rand,  of  Portland^ 
Oregon  1  A.    Yes. 

Q.  He  was  one  of  the  urologists  that  recently  at^ 
tended  the  American  Urological  Association  meeting 
here  in  Los  Angeles,  in  May  of  this  year,  was  he  not  ? 

A.  Yes,  I  believe  he  was  here.  I  don't  recall 
having  seen  him  but  I  think  he  was  here. 

Q.  Now,  Dr.  Rand  was  reported  to  have  said, 
during  or  at  the  conclusion  of  that  meeting,  *'We 
don't  believe  that  men  get  cancer  from  taking  male 
hormones  or  that  women  get  other  forms  of  cancer 
from  taking  female  hormones. ' ' 

Mr.  Neukom:  Wait  a  minute.  Is  that  in  a  pub- 
lication ? 

Mr.  Elson :     No. 

Mr.  Neukom :     Is  that  in  a  publication  ? 

Mr.  Elson:  No,  no.  He  was  reported  to  have 
said  that.    Let  me  go  ahead. 
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Q.  Did  you  hear  Dr.  Rand  make  such  a  state- 
ment? [411] 

A.  No,  I  did  not  hear  him.  That  could  be  logi- 
cal. 

Q.  For  the  purposes  of  the  question  only,  let  us 
assume  that  he  did  make  it,  would  you  agree  or 
disagree  with  such  a  statement? 

A.  As  far  as  that  statement  goes,  I  could  agree 
with  it.  I  don't  believe  they  can  get  it  that  way 
either.  I  believe  they  already  have  it,  that  it  would 
not  grow  and  disturb  them,  and  that  the  hormone 
causes  it  to  grow  and  overflow  out  of  bounds. 

Q.  That  makes  me  think  of  something  else.  All 
men  produce  testosterone,  do  they  not,  men  who  have 
not  been  castrated  ?  A.     Yes. 

*     *     * 

Q.  Can  you  say  with  any  given  individual  the 
amount  of  [412]  administered  testosterone  that 
would  be  necessary  to  accelerate  the  growth  of  a 
cancer  of  the  prostate  over  and  above  that  which  he 
produces  himself  %  [413] 

A.    Well,  I  am  still  balled  up. 

Q.    Let's  look  at  it  this  way 

A.  I  think  what  you  are  trying  to  say  is,  if  the 
individual  produces  testosterone  and  you  give  him 
some  more,  will  that  light  up  the  cancer.  I  think  it 
will. 

Q.     How  much  more  is  necessary? 

A.  Nobody  can  say.  It  may  be  a  very  small 
amount  or  a  very  large  amount.  Dr.  Huggins  is 
;aking  a  small  island  of  growth  which  he  had  de- 
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tected  of  the  prostate  in  the  early  stages  of  his  work 
back  in  1940,  and  probably  that  he  could  detect  an  in- 
crease in  the  size  of  that  growth  by  giving  testos- 
terone and  a  decrease  by  giving  stilbestrol,  and  he 
could  alternate  it  and  make  it  get  larger  or  smaller. 
The  same  thing  could  be  done  using  very  small 
quantities  of  testosterone  to  increase  the  amount 
of  acid  phosphatase  in  the  blood  in  an  individual 
whose  acid  phosphatase  level  was  a  little  high.  If 
he  gave  just  a  small  quantity  of  testosterone,  the 
acid  phosphatase  would  rise  rapidly.  If  he  gave 
stilbestrol,  the  acid  phosphatase  would  drop  and  he 
could  use  that  as  an  indicator  of  the  spread  of  the 
growth. 

Q.  That  would  be  after  the  cancer  was  a  recog- 
nizable and  a  diagnosable  cancer,  wouldn't  it? 

A.     Yes. 

Q.  I  am  talking  about  an  incipient  cancer.  Say 
the  man  produced  a  certain  amount  of  testosterone. 
Is  that  measurable?  [414] 

A.  We  only  can  measure  it  in  amount  as  a  dis- 
card. 

Q.  Do  you  consider  that  would  be  an  accurate 
measure  as  to  the  amount  that  he  produces  ? 

A.  No;  it  probably  isn't  but  it  is  the  only  way 
we  have  of  doing  it. 

Q.  Then,  let  us  say  that  that  man  takes  a  very 
small  quantity  of  methyl  testosterone.  How  are  you 
able  to  say  with  certainty  and  not  mere  opinion 
that   the   growth   of   that   cancer   was    accelerated 
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simply  by  what  was  given  to  him  rather  than  by 

what  he  produced,  or  some  other  factor? 

A.  In  those  experiments  that  I  have  described, 
which  Dr.  Huggins  performed,  that  was  the  only 
added  factor,  in  the  two  cases  which  I  described  for 
you  a  few  days  ago.  The  added  testosterone,  in  one 
case  being  methyl  testosterone  and  in  the  other  case 
being  testosterone  propionate,  was  the  only  unusual 
factor  which  could  be  called  into  account  for  a  very 
unusual  clinical  phenomena.  We  are  not  magicians. 
We  deal  only  with  the  materials  we  have  at  hand 
and  the  observations  we  can  make.  But,  when  you 
introduce  one  factor  only  w^hich  produces  the  very 
bizarre  clinical  phenomena,  you  are  inclined  to  be- 
lieve that  that  factor  is  the  cause  of  the  bizarre 
phenomena. 

Q.  Dr.  Warren  Nelson,  who  testified  here  the 
other  day,  talked  about  the  subject  of  sterility  and 
the  effect  of  [415]  testosterone  on  a  person's  steril- 
ity. He  spoke  about  the  damage  to  the  testes  that 
would  occur  under  certain  circumstances  from  its 
administration.  He  mentioned  in  his  testimony,  if 
counsel  will  pardon  me  for  not  going  to  the  record 
for  it — I  couldn't  put  my  finger  right  on  it — that, 
in  order  to  determine  the  amount  of  damage  that 
had  been  done  to  the  testes  from  the  administration 
of  testosterone,  it  would  be  necessary  to  take  a 
biopsy  and  take  a  portion  of  the  tissue  of  the  testes 
and  examine  it  microscopically.  In  your  practice 
do  you  perf om  biopsies  on  a  man 's  testicles  to  deter- 
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mine  whether  or  not  testosterone  is  making  him 

sterile  ? 

A.  No;  we  don't.  We  perform  biopsies  on  tes- 
ticles for  other  purposes  but  not  for  that. 

Q.  Do  you  know  of  any  doctors  who  perform 
biopsies  on  a  man's  testicles  for  the  purpose  of 
determining  whether  or  not  the  testosterone  that  he 
has  been  taking  is  making  him  sterile? 

A.  There  is  so  much  simpler  method  that  I 
wouldn't  think  they  would  perform  biopsies.  One 
might  wish  to  have  that  as  the  ultimate  but,  when 
w^e  want  to  know  whether  the  patient's  sperm  comit 
is  dropping,  we  have  him  masturbate  and  examine 
the  specimen. 

Mr.  Neukom:  Just  a  minute.  I  think  you  had 
better  refer  to  the  testimony  of  Dr.  Nelson. 

Mr.  Elson:  All  right.  Let's  get  the  record.  It 
is  on  [416]  page  100.  If  I  misquoted  Dr.  Nelson,  I 
didn  't  mean  to.  This  was  his  testimony  after  speak- 
ing about  the  administration  of  testosterone,  page 
99,  line  2,  "Q.  How  could  it,  then,  be  determined 
whether  or  not  there  had  been  any  damage  to  the 
testosterone-producing  portions  of  the  testes'?  A. 
The  only  way  one  can  ascertain  that  is  by  examina- 
tion of  the  testes  and  looking  at  the  interstitial  cells, 
noticing  the  atrophic  changes  that  have  been  pro- 
moted by  the  inhibiting  influences  of  the  adminis- 
tered testosterone. 

"Q.  Is  that  the  microscopic  examination  of  a 
slide  of  a  portion  of  the  testes 

A.    Yes,  sir. 

Q.    Under  a  slide?  A.     Yes,  sir. 
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Q.  (By  the  Court)  :  Just  how  do  you  get  at 
that  ?    How  do  you  examine  the  testes  under  a  slide  ? 

A.    A  small  piece  of  the  testes  is  removed. 

Q.     (By   the    Court):      By   surgical    operation? 

A.  By  surgical  operation,  usually  under  a  very 
simple  local  anesthetic.  The  tissue  is  properly  fixed 
and  sectioned  and  stained,  the  usual  pathological 
procedure. 

Q.  (B}^  the  Court)  :  How  would  that  be  called 
for  except  by  just  some  experiment  1  That  does  not 
seem  like  a  practical  thing.  Who  would  have  that 
done? 

A.     It  is  being  done  very,  very  widely,  now." 

Q.     Has  that  been  your  experience? 

A.  You  are  speaking  now  of  a  different  thing 
than  you  spoke  of  there.  When  you  brought  up  that 
subject,  without  reading  the  record,  you  spoke  of  the 
spermatogenic  property  [417]  of  the  testicle 

Q.  Wait  a  minute.  Doctor.  Let's  not  get  into 
that.  I  wasn't  talking  about  that  at  all.  I  was  con- 
fining it  simply  to  the  broad  question  of  sterility 
and  the  effect  of  testosterone  upon  a  person,  tending 
to  make  a  man  sterile. 

A.  Surely,  but  he  is  not  talking  about  that  there. 
What  he  is  talking  about  is  the  testosterone-produc- 
ing proclivity. 

Q.  Let  me  ask  you  this.  Isn't  it  material  to 
know  whether  a  person  is  becoming  sterile  or  not,  by 
the  use  of  testosterone — to  know  whether  or  not  the 
testes  are  producing  testosterone  ? 

A.  No.  They  are  two  different  functions  entirely 
of  the  testicle.     The  testicle  produces  spermatozoa 
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and  the  spermatozoa  are  the  things  which  fertilize 

the  female. 

Q.  But  the  testes  in  the  interstitial  cell  also 
produce  testosterone  ? 

A.  That  is  right.  And  testosterone  is  not  an 
essential  to  the  insemination  of  the  female. 

Q.     Whether  we  do A.     Now 

Q.  Wait  just  a  minute.  Whether  we  do  this  for 
the  purpose  of  determining  whether  the  testosterone 
is  making  a  man  sterile  or  anything  else,  has  it 
been  your  experience  that  the  operation  that  Dr. 
Nelson  refers  to  is  done  very,  [418]  very  widely 
nowf 

A.     For  what  he  refers  to,  it  is  done  widely. 

Q.    What  is  that? 

A.  That  is  to  determine  whether  or  not  the  endo- 
crine part  of  the  testicle  is  at  fault. 

Q.  Do  you  mean  experimentall,y  or  in  actual 
practice  ? 

A.  In  practice  one  can  determine  whether  the 
testicular  mechanism  is  below  par  in  its  activity  or 
not  by  direct  examination  of  the  interstitial  cells. 
It  is  not  difficult  to  perform. 

Q.  If  a  man  is  not  producing  any  sperm  cells,  he 
at  least  is  infertile  or  becoming  so? 

A.  If  he  is  not  producing  any,  he  would  be 
sterile. 

Q.  And,  if  the  number  of  sperm  cells  that  he  is 
producing  is  not  sufficient  to  reproduce,  he  has  at 
least  become  infertile,  hasn  't  he  ? 

A.     That  is  right. 

Q.     Is  it  your  miderstanding  of  what  Dr.  Nelson 
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was  talking  about  that  that  was  an  examination  to 
determine  whether  or  not  the  amount  of  the  sperma- 
tozoa in  the  testes  was  sufficient  or  whether  or  not 
the  man  was  becoming  infertile? 

A.  No.  Those  are  two  different  departments  of 
thought.  In  one  case  it  is  a  matter  of  the  production 
of  testosterone.  In  the  other  case  it  is  a  matter  of 
the  production  of  spermatozoa.  [419]  They  are  done 
by  two  wholly  different  things  inside  of  the  testicle. 
They  are  tested  for  differently  to  determine  the 
number  of  spermatozoa  and  their  activity  and  their 
form,  and  you  simply  have  the  patient  bring  you  a 
post-coital  specimen  or  have  him  ejaculate  a  speci- 
men in  the  office  by  masturbation  and  examine  it 
and  that  shows  you  this  data.  You  are  speaking  of 
the  department  of  fertility.  A  man  can  be  totally 
infertile  with  azoospermia.  An  example  of  that  is 
that  of  mumps  of  the  testicle.  Mumps  orchitis  will 
produce  a  complete  azoospermia. 

Q.     Meaning  what  %  A.     No  sperm. 

Q.     If  he  has  no  sperm,  he  can't  produce,  can  he? 

A.  He  can  have  sexual  intercourse  but  he  cannot 
reproduce. 

Q.  Let's  get  back  to  Dr.  Nelson  again.  I  am 
going  back  to  page  98,  line  5,  "Q.  (By  ]\Ir.  Daniel- 
son)  :  Can  you  make  an  opinion  on  the  basis  of 
your  professional  training,  experience,  education, 
your  studies  of  the  literature  and  the  results  of  your 
conferences  and  discussions  with  other  scientists 
and  doctors,  as  to  the  effect  of  administered  methyl 
testosterone  on  the  testes? 

"A.     Yes.    For  instance,  methyl  testosterone  has 
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quantitatively  the  same  effect  as  testosterone,  the 

effect  on  the  testes  is  the  same.  [420] 

^'Q.    What  would  that  effect  be^ 

"A.  The  inhibition  of  speiTQ  cell  production  and 
the  inhibition  of  the  production  of  testosterone  by 
the  interstitial  cells. 

**Q.  Would  potency  as  such  be  a  valid  indication 
of  whether  the  interstitial  cells  producing  testoste- 
rone are  or  are  not  functioning  under  those  condi- 
tions ? 

"A.  No,  because  the  administered  testosterone 
would,  of  course,  provide  the  necessary  chemical 
agent  for  the  induction  of  potency,  in  other  words, 
the  administered  testosterone  would  take  the  place 
of  the  individual's  own  testosterone,  which  is  no 
longer  being  produced  in  the  same  amoimt  as  before 
treatment. 

''Q.  How  could  it,  then,  be  determined  whether 
or  not  there  had  been  any  damage  to  the  testosterone- 
producing  portions  of  the  testes? 

''A.  The  only  way  one  can  ascertain  that  is  by 
examination  of  the  testes  and  looking  at  the  inter- 
stitial cells,  noticing  the  atrophic  changes  that  have 
been  promoted  by  the  inhibiting  influences  of  the 
administered  testosterone. 

"Q.     Is  that  the  microscopic  examination  of  a 

slide  of  a  portion  of  the  testes "  and  then  we 

went  on. 

Then,  let's  get  down  to  page  99,  line  21 

A.     So  far  that  is  all  very  clear  and  logical. 

Q.     Just  a  minute.    "Q.     (By  the  Court) :    How 
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would  that  [421]  be  called  for  except  by  just  some 
experiment?  That  does  not  seem  like  a  practical 
thing.  Who  would  have  that  done  %  A.  It  is  being 
done  ver^%  very  widely  now.  Q.  It  is?  A.  In 
cases  of  infertility  or  sterility  or  suspected  disease 
or  abnormal  function  of  the  testes.  It  is  a  widely 
recognized  procedure  at  the  present  time." 

A.     Yes,  sir. 

Q.     In  actual  practice? 

A.     In  actual  practice. 

Q.  Do  you  mean  to  say,  Doctor,  that,  if  a  man 
has  been  taking  testosterone  and  if  the  doctor  sus- 
pects that  maybe  he  is  becoming  sterile  or  infertile, 
that  it  is  widely  accepted  practice  for  the  doctor 
to  take  a  biopsy  of  a  portion  of  the  man 's  testes  and 
find  that  out? 

A.  No.  You  are  reading  a  lot  of  things  into  Dr. 
Nelson's  statement  that  he  didn't  make. 

Mr.  Danielson:  I  object  to  that  as  not  being 
based  on  the  facts  quoted  by  Mr.  Elson. 

Mr.  Elson:     I  don't  think  I  am  misquoting  it. 

A.  No.  You  are  just  not  understanding  it,  what 
Dr.  Nelson  says. 

Q.     Wait  a  minute 

A.     Let  me  tell  you 


Q.  Wait  a  minute.  Let  me  ask  the  questions 
first  and  then  you  tell  me.  Let's  come  right  back  to 
what  he  said  on  [422]  page  100,  where  he  said  that 
it  was  widely  done  now.  He  said,  "In  cases  of 
infertility  or  sterility  or  suspected  disease  or  ab- 
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normal  function  of  the  testes.    It  is  a  widely  recog- 
nized procedure  at  the  present  time." 

A.  Now,  stop.  He  makes  no  reference  to  testos- 
terone administered  for  any  purpose  then.  He 
states  that  in  infertilit}^  and  in  hypogonadism  this 
is  a  mdely  recognized  procedure  and  carried  out. 

Q.  Let's  go  hack  to  what  he  says.  Let's  go  back 
to  page  99,  a  question  by  Mr.  Danielson  as  to 
whether,  as  a  result,  and  so  on,  of  his  experience,  he 
can  testify  or  can  state  his  opinion  as  to  the  effect 
of  administered  methyl  testosterone.  Then  he  goes 
on,  on  page  98  and  on  99,  which  I  ^vill  read,  "Q.  How 
could  it,  then,  be  detennined  whether  or  not  there 
had  been  any  damage  to  the  testosterone-producing 
portions  of  the  testes?  A.  The  only  way  one  can 
ascertain  that  is  by  examination  of  the  testes  and 
looking  at  the  interstitial  cells,  noticing  the  atrophic 
changes  that  have  been  promoted  by  the  inhibiting 
influences  of  the  administered  testosterone."  What 
we  are  talking  about  is  whether  there  had  been  any 
damage  to  the  testosterone-producing  portions  of  the 
testes  by  the  administration  of  testosterone.  ''A.  The 
only  way  one  can  ascertain  that  is  by  examination  of 
the  testes  and  looking  at  the  interstitial  cells,  notic- 
ing the  atrophic  changes  that  have  been  promoted 
by  the  inhibiting  [423]  influences  of  the  adminis- 
tered testosterone.  Q.  Is  that  the  microscopic  ex- 
amination of  a  slide  of  a  portion  of  the  testes 

A.    Yes,  sir Q.    Under  a  slide?    A.    Yes,  sir. 

Q.    (By  the  Court)  :    Just  how  do  you  get  at  that? 
How  do  vou  examine  the  testes  under  a  slide  ?    A.    A 
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small  piece  of  the  testes  is  removed.  Q.  (By  the 
Court)  :  By  surgical  operation?  A.  By  surgical 
operation,  usually  under  a  very  simple  local  anes- 
thetic. The  tissue  is  properly  fixed  and  sectioned 
and  stained,  the  usual  pathological  procedure.  Q. 
(By  the  Court) :  How  would  that  be  called  for  ex- 
cept by  just  some  experiment  I  That  does  not  seem 
like  a  practical  thing.  Who  would  have  that  done? 
A,     It  is  being  done  very,  very  widely  now." 

A.  Right  there  he  departs  from  the  thought  of 
testosterone. 

Q.  Just  a  moment.  "Q.  It  is?  A.  In  cases  of 
infertility  or  of  sterility  or  suspected  disease  or  ab- 
normal function  of  the  testes.  It  is  a  widely  recog- 
nized procedure  at  the  present  time." 

A.  Yes ;  that  is  right.  For  instance,  if  you  walk 
do^vn  the  street,  you  don't  always  walk  down  the 
street  to  your  bank  to   get  money.     So  you  are 

separating  the  walking [424] 

*     *     * 

Q.  (By  Mr.  Elson) :  Let's  leave  Dr.  Nelson.  As 
Mr.  Danielson  said^  I  think  we  can  let  the  record 
speak  for  itself.  In  your  direct  testimony  the  other 
day,  at  page  249,  line  16,  the  following  questions  and 
the  following  answers  were  given,  "Q.  Are  there 
any  subjective  symptoms  of  this  male  hormone  defi- 
ciency which  a  layman  could  recognize  and  accu- 
rately use  to  diagnose  such  condition? 

"A.  Oh,  gosh,  I  wouldn't  think  a  layman  could 
!  know.  He  might  confuse  almost  anything  with  loss 
I  of  what  he  thought  was  his  normal   quantity   of 
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hormones.     If  he  just  began  to  feel  tired  and  run 

down  or  if  his  tennis  arai  was  not  satisfactory,  or  if 

he  made  too  many  strokes  in  his  game  of  golf,  he 

might  decide  that  he  was  passing  into  the  climacteric 

and  therefore  should  take  a  few  testosterone  lin- 

guets. 

"Q.  Doctor,  in  your  experience,  has  such  been 
the  case? 

''A.  Oh,  yes.  We  are  taking  people  off  of  this 
stuff  all  the  time. 

''Q.  And  what,  as  the  result  of  your  studies,  has 
caused  them  to  start  using  this  preparation? 

''A.  They  read  in  the  newspapers  they  must.  We 
have  a  gullible  American  public." 

The  Court :    Which  witness  was  it  said  that  ? 

Mr.  Elson:     Dr.  Belt. 

Q.     Do  you  know  of  Dr.  Morris  Fishbein? 

A.     Yes;  I  know  him  personally. 

Q.    And  who  is  he,  for  the  record? 

A.  He  is  a  doctor  of  medicine  who  is  licensed  to 
practice  in  the  State  of  Illinois  and  has  his  office  in 
Chicago. 

Q.  Dr.  Fishbein  occupies  some  office  with  the 
American  Medical  Association,  doesn't  he? 

A.  Yes.  I  am  not  sure  just  what  it  is.  I  think 
he  is  secretary  of  the  American  Medical  Association. 

The  Court:     Executive  secretary? 

A.     Executive  secretary;  yes. 

Q.  (By  Mr.  Elson) :  Dr.  Fishbein,  so  far  as  you 
know,  has  a  large  part  to  do  in  guiding,  at  least  up 
to  recently,  certain  of  the  activities  and  policies  of 
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the  American  Medical  Association,  or  speaking  for 

it  ?  A.     Yes ;  he  has  been  doing  that. 

Q.  And  isn't  it  true,  in  your  opinion,  that  the 
average  well-informed  layman  knows  who  Dr.  Fish- 
bein  is  and  associates  him  with  the  American  Medi- 
cal Association?  A.     I  am  afraid  he  does. 

Q.  Do  you  know  whether  or  not  Dr.  Fishbien 
compiles  certain  medical  information  for  the  Cosmo- 
politan Magazine,  under  the  portion  which  is  called 
*'New  in  Medicine"? 

A.     I  believe  he  does  write  such  a  column.  [426] 

Q.  I  call  your  attention  to  the  April,  1949,  issue 
of  the  Cosmopolitan  Magazine,  under  that  heading, 
purporting  to  be  compiled  by  Dr.  Fishbein,  and  I 
call  your  attention  to  a  short  paragraph  under 
''Testosterone  and  Fatigue."  I  will  read  it  for  the 
purpose  of  the  record  and  then  ask  the  question. 
"Experimental  studies,  by  physiologic  methods  of 
frogs'  muscles  proved  that  animals  injected  with  the 
male  sex  hormone,  testosterone,  had  10  per  cent 
greater  resistance  to  fatigue  than  ordinary  animals. 
Administration  of  the  male  sex  hormone  before  the 
study,  increased  the  capacity  to  do  more  work  b}^ 
approximately  51  per  cent.  Furthermore,  the  male 
sex  hormone  reduced  the  rate  of  muscle  fatigue 
during  repeated  periods  of  work. ' '  [427] 

*     *     * 

Q.  Considering  who  Dr.  Fishbein  is,  who  he  is 
considered  to  be  by  the  average  well-informed  Amer- 
ican, and  an  article  such  as  that,  would  that  state- 
ment,  appearing    in    the    Cosmopolitan    Magazine, 
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would  you  consider  a  reader  of  that  article  to  be 
gullible  if  he  took  that  and  inferred  from  it  that 
testosterone  might  have  the  same  effect  upon  him 
as  it  did  upon  the  frog  mentioned  by  Dr.  Fishbein? 

Mr.  Danielson:  Your  Honor,  I  object  to  that  as 
being  incompetent,  irrelevant  and  immaterial,  im- 
proper  cross-examination   and   argumentative. 

The  Court :     I  will  sustain  that. 

A.     It  is  a  lot  of  fun  anyway. 

Mr.  Elson:  I  was  taking  the  statement  of  the 
witness  about  the  gullibility  of  the  American  public. 

Mr.  Danielson:     We  will  stipulate  to  that. 

The  Court:     The  court  can  take  judicial  notice 

of  that.  [428] 

*     *     * 

The  Court:  Before  this  passes  out  of  my  mind, 
I  would  like  to  ask  the  doctor  a  few  questions.  In 
your  knowledge  and  observation  of  the  cases  you 
mentioned,  where  testosterone  was  administered  for 
a  certain  kidney  ailment  and  for  a  disorientation  of 
certain  patients  and  for  sores  that  would  not  heal 
on  the  lower  limbs,  I  am  desirous  to  know  if  the 
administering  of  the  drug  in  those  cases,  over  a  con- 
siderable period  of  time  and  a  considerable  quantity 
of  the  drug — if  there  was  any  observation  of  record 
as  to  whether  that  had  in  any  manner  promoted 
any  cancerous  or  stimulated  any  cancerous  condi- 
tion in  the  prostate  of  the  male  concerned  or  in  the 
breast  of  the  female  concerned. 

A.     No,  we  have  never  seen  it  do  tliat,  but  we 
have  always  examined  these  patients  carefully  first 
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to  be  sure  [429]  that  we  haven't  any  evidence  of  the 
existence  of  malignant  cells  or  cells  that  are  suspi- 
cions of  being  malignant,  before  we  begin  that  type 
of  therapy,  and  in  that  I  am  speaking  of  the  group 
of  elderly  men  you  had  referred  to.  But  in  the 
other  case,  these  young  people  are  usually  below  the 
age  of  45  and  there  is  less  danger  of  causing  that 
kind  of  trouble  in  persons  under  45  years  of  age. 
In  fact,  I  believe  there  have  been  no  observations 
that  tend  to  show  that  cancer  would  be  enhanced  in 
individuals  of  that  age  because  they  don't  have  the 
little  groups  of  cells  that  initiate  the  growth. 

The  Court :     Counsel  may  proceed. 

Mr.  Elson:     I  don't  think  I  will  take  very  much 
longer. 

Q.  By  the  way,  do  you  know  who  Dr.  Elmer  L. 
Sevringhaus  is?  A.     No. 

Q.  To  refresh  your  mind,  isn't  he  the  director  of 
medical  research  for  the  Roche-Organon  Company? 

A.    My  goodness,  I  wouldn't  know  that. 

Q.  Do  you  know  of  a  book  called  The  Modern 
Home  Medical  Adviser? 

A.     Is  that  by  Dr.  Morris  Fishbein? 

Q.     Yes ;  edited  by  him. 

A.     I  have  never  seen  it. 

Q.  There  is  a  chapter  in  this  book  entitled  ''En- 
docrinology" by  Elmer  L.  Sevringhaus — his  identity 
is  not  [430]  material — commencing  on  page  550,  the 
subject  being  "The  Testes  or  Male  Sex  Glands," 
which  are  discussed.  I  don't  think  that  it  is  neces- 
sary to  read  the  whole  thing  in  the  record.     The 
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portion  that  I  have  in  mind  is  only  one  sentence, 
the  last  sentence  in  the  paragraph,  at  the  top  of 
page  551.  It  reads,  "In  smnmary,  it  may  be  said 
that  testosterone  is  the  hormone  which  is  required 
to  stimulate  development  from  boyhood  to  manhood, 
and  to  maintain  typically  manly  qualities  there- 
after." [431] 

In  your  opinion,  would  a  lajnuan  be  considered 
gullible  who  read  that  and  believed  that  testosterone 
or  the  male  sex  hormone  product  w^ould  maintain 
typically  manly  qualities  after  he  had  reached  man- 
hood? A.     No;  he  wouldn't. 

Q.  If  I  told  you.  Doctor,  and  I  will  shortcut 
this  and  I  think  counsel  will  not  object  to  it — if 
I  told  you  that  in  this  book,  which  is  obviously  for 
consumption  of  the  layman,  there  is  no  reference 
to  testosterone,  possibly,  jDrobably  or  otherwise  en- 
couraging or  affecting  or  accelerating  the  growth  of 
a  cancer  of  the  prostate,  don't  you  think  that  the 
average  person  reading  that  would,  therefore,  elim- 
inate or  it  would  never  enter  his  mind  that  testos- 
terone would  have  anything  to  do  with  such 
acceleration  ? 

A.  If  that  was  his  only  source  of  knowledge  and 
he  depended  upon  that  wholly  for  everjrfching  he 
knew,  he  probably  would  be  allowed  to  come  to  that 
conclusion. 

Q.     You  haven't  seen  this  book,  have  you ? 

A.    No ;  I  haven't  seen  it  before. 

Mr.  Elson:  I  might  say  that  the  book  is  edited 
by  Morris  Fishbein,  M.  D.,  your  Honor,  the  gentle- 
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man  whom  Dr.  Belt  has  described,  and  on  the  title 
page  it  says,  "Modern  Home  Medical  Adviser  for 
Health  and  How  to  Preserve  It,  Edited  by  Morris 
Fishbein,  M.  D." 

A.     Home  doctor  books  are  as  old  as  the  world. 

The  Court:  I  should  like  to  ask  you.  Dr.  Belt, 
if  that  book  or  any  publication,  which  seems  to  have 
the  editorship  of  a  man  of  the  standing  of  Dr.  Fish- 
bein, if  it  extols  the  virtues  of  a  drug  for  the 
purpose  mentioned  and  it  is  silent  as  to  any  of  its 
dangers  from  the  effects  of  the  use  of  the  drug, 
would  you  regard  that  as  a  dangerous  publication"? 

A.  In  that  way  it  is,  of  course.  I  have  never 
seen  that  book  but  I  am  sure  you  will  find  state- 
ments throughout  which  repeat  often  that  a  layman 
should  not  self-administer  drugs.  I  am  certain  that 
Dr.  Fishbein  would  not  produce  a  book  of  that  sort 
without  giving  that  warning. 

*     *     * 

Mr.  Elson:  I  only  have  one  or  two  other 
questions. 

Q.  Doctor,  do  you  think  that  a  man  who  is  in 
middle  age  or  life  and  who  complains  of  these  vari- 
ous symptoms,  such  as  flushes,,  sweats  and  so  on,  as 
was  enumerated,  without  repeating  them,  that  the 
question  of  his  sterility  or  fertility  [433]  is  im- 
portant at  his  age  compared  to  his  desire  to  be  re- 
lieved of  those  symptoms'? 

A.  So  many  things  crowd  into  my  mind  as  a 
result  of  that  question  that  I  will  say  it  is  difficult 
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to  separate  them  into  an  understandable  flow  of 
thought,  but  I  will  try  to.  Whatever  a  man  is  beset 
with  at  the  moment  is  an  important  thing  to  him. 
If  he  has  hot  flushes  and  feels  tired  and  weary  and 
all  that,  it  is  a  very  important  thing  to  him  at  that 
moment.  But  in  the  long  view,  it  may  be  of  much 
greater  importance  to  that  man  to  maintain  his 
fertility. 

Q.     Why? 

A.  Suppose  a  man  is  40  years  of  age  and  he  has 
three  children  and  he  has  a  wife,  and  the  three 
children  and  the  wife  go  merrily  down  the  road  in 
the  new  automobile  that  he  has  bought  for  them, 
and  they  are  all  killed.  The  day  before  their  death 
he  thought  he  would  never  have  another  child.  But 
a  few^  months  later,  he  marries  again  and  marries 
a  young  woman  and  then  the  matter  of  propagation 
is  of  importance. 

Q.  Don't  you  think  that  is  a  far-fetched 
analogy  ? 

A.  Not  when  there  were  over  600  people  killed 
over  this  Fourth. 

Q.  Well,  take  a  man  40  years  old.  Is  that  a  far- 
fetched analogy? 

A.  No.  You  are  wrong  there.  You  should  practice 
medicine  and  see  the  number  of  people  who  change 
their  wives  at  45.  [434] 

Q.  (By  Mr.  Elson)  :  Isn't  it  true  that  there  are 
a  lot  of  men  who  have  vasectomies  performed  ? 

A.  Well,  they  try  to  have  in  males.  We  discour- 
age it  pretty  much. 
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Q.  Well,  vasectomy,  explain  to  the  court  what 
it  is. 

A.  Vasectomy  is  a  method  of  severing  the  duct 
between  the  testicle  and  the  seminal  vesicle  in  order 
to  produce  sterility  through  blocking  the  flow  of 
sperm  into  the  seminal  vesicles  and  j)reventing  the 
female  partner  from  being  inseminated  and  fer- 
tilized. 

The  Court:  That  can  be  restored,  though,  by 
another  operation,  can  it  not  ? 

The  Witness:  Your  Honor,  the  possibility  of 
restoring  it  is  remote.  I  have  tried  it  in  about  15 
cases.  I  have  only  seen  one  patient  who  had  babies 
afterward.  We  have  seen  spermatozoa  appear  in 
the  ejaculation  afterward,  but  these  patients  apj)ar- 
ently  don't  fertilize  their  partners  because  the 
spermatozoa  seem  to  appear  in  too  small  numbers, 
and  that  is  the  general  experience  with  that  opera- 
tion. After  the  vas  has  been  occluded  for  a  long 
period  of  time,  the  sperm  count  in  the  restored 
ejaculated  sperms  seems  invariably  to  be  low. 

Q.  (By  Mr.  Elson)  :  Do  you  feel  that  before 
testosterone  should  be  prescribed  to  a  person,  that 
the  doctor  ought  to  warn  that  it  may  cause  him  to 
be  sterile?  [435] 

A.    A  young  person  I  think  should  be,  yes. 

Mr.  Elson :     I  think  that  is  all. 
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Eedirect  Examination 
By  Mr.  Danielson: 

Q.  What  do  you  mean  by  azoospermia?  Is  that 
the  same  as  sterility  ? 

A.  Azoospermia  means  that  there  are  no  sperma- 
tozoa. "A"  is  the  Greek  derivative. 

Q.    Azoospermia  would  produce  sterility,  then? 

A.    Yes. 

Q.  Do  you  perform  the  acid  alkaline  phosphatase 
test  in  your  urology  group  ?  A.     Yes. 

Q.  That  is  a  procedure  which  you  follow  from 
time  to  time,  is  that  correct  ?  A.     Yes. 

Q.  Doctor,,  a  good  deal  was  asked  as  to  what 
would  a  general  practitioner  do  under  the  circum- 
stances comparable  to  the  so-called  male  meno- 
pause. A.    Yes. 

Q.  Now,  you  mentioned  the  precautionary  exam- 
inations which  were  given.  Assmne  for  a  moment, 
Doctor,  that  the  patient  told  you  that  he  was  referred 
by  another  doctor  who  gave  him  such  drugs  from 
time  to  time,  would  that  change  the  procedure 
at  all? 

A.  Well,  if  a  patient  comes  to  me  referred  by 
another  [436]  physician,  I  always  allow  the  other 
physician  the  benefit  of  whatever  doubt  that  might 
exist  in  my  mind  and  my  tendency  is  to  go  on  with 
the  original  treatment  he  has  established  until  I  can 
communicate  with  him  and  discuss  the  problem  with 
him.  It  is  possible  that  the  patient  may  not  tell  me 
things  that  he  has  communicated  to  his  other  physi- 
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sian.  It  is  possible  that  I  may  not  see  things  in 
that  patient  that  the  other  physician  saw.  So,  in  the 
irst  place,  a  generously  disposed  human  being 
would  not  say  right  away,  ' '  Oh,  your  doctor  is  doing 
:he  wrong  thing.  By  goodness,  this  is  the  trouble." 
But  you  would  conform  to  the  treatment  until  you 
bad  an  opportunity  for  discussion  and  coming  to 
a  common  understanding  of  that. 

Q.  That  is  what  I  had  in  mind.  Now,  would 
counsel  object  to  my  reading  a  small  paragraph 
from  one  of  these  articles  ? 

Mr.  Elson:     No. 

Mr.  Danielson:  This  is  a  reprint  from  the 
SForthwest  Medicine,  of  Seattle,  Volume  46,  No. 
12,  page  949,  December,  1947.  The  article  is  en- 
titled "Present  Status  of  Male  Hormone  Therapy." 
Prom  the  second  page  I  quote : 

"Caution:  Male  hormone  is  contra-indicated,  if 
there  be  any  suspicion  of  cancer  of  the  prostate,  and 
lad  better  be  avoided  in  cases  of  arteiosclerosis, 
hypertension  and  cardiac  disease. ' '  [437] 

Q.  Doctor,  as  to  that  one  particular  phrase,  do 
^ou  have  any  dispute  ?  A.     No. 

Mr.  Danielson :     No  further  questions. 

Recross-Examination 
By  Mr.  Elson: 

Q.     In  other  words,  Doctor,  as  to  that  particular 

A.     Oh,  well,  you  must  understand  that  we  all 

have  our  hobbies  and  a  hobby  is  something  that 
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makes  a  man  bend  over  backward  in  one  direction. 

It  is  a  slant 

Mr.  Elson:  Well,  I  think  I  was  being  a  little 
facetious.  I  have  no  further  questions.  [438] 

*     *     * 

Mr.  Neukom:  It  will  be  stipulated,  will  it  not, 
Mr.  Elson,  that  a  document  similar  to  Government's 
Exhibit  14- A,  the  pamphlet,  was  passed  out  and  was 
available  to  whosoever  might  be  interested  ? 

Mr.  Elson :     That  is  correct. 

Mr.  Neukom:  In  addition  to  that,  at  the  time 
in  question  [441]  and  prior  to  the  dates  in  question, 
there  was  run  in  local  newspapers  of  general  cir- 
culation various  advertisements  advertising  these 
hormone  products  by  the  defendant  here.  Is  that 
correct  f 

Mr.  Elson:     Correct. 

Mr.  Neukom:  Without  offering  those,  your 
Honor,  we  will  merely  enter  into  a  stipulation  that 
from  time  to  time  the  local  newspapers  offered  for 
sale  male  and  female  hormones,  without  the  neces- 
sity of  a  prescription.  I  mean  the  local  newspapers 
printed  the  advertisements. 

Mr.  Elson :     That  is  correct.  [442] 

^:  *         * 

Mr.  Danielson:  If  your  Honor  i^lease,  the  gov- 
ernment is  prepared  at  this  time  to  stipulate  that 
the  transactions  reflected  in  the  first  nine  counts, 
counts  1  through  9,  inclusive,  of  the  information, 
involve  sales  and  shipments  to  government  agents. 
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agents  who  communicated  with  the  defendant  and 
made  the  purchases  which  were  subsequently  made 
with  the  drugs  being  sold  to  these  government 
agents  and  shipped  to  the  government  agents.  This 
was  done  in  the  regular  course  of  business,  how- 
ever. 

Mr.  Elson :     That  is  right. 

The  Court :     The  allegations  from  what? 

Mr.  Danielson :     1  through  9. 

Mr.  Elson :     Counts  1  to  9,  inclusive. 

Mr.  Danielson :     That  is  correct. 

The  Court:     1  through  9. 

Mr.  Danielson :  These  transactions  were  between 
the  defendant  and  government  agents,  in  the  regu- 
lar course  of  business. 

*     *     * 

The  Court :     Now,  the  government  rests  ? 
Mr.     Danielson:     The    government    rests,    your 
Honor. 

Mr.  Elson:  When  I  did  it  before,  maybe  it  was 
premature,  [445]  but  at  least  for  the  record  I  make 
a  motion  for  a  judgment  of  acquittal  in  the  case 
3f  United  States  of  America  vs.  El-0-Pathic 
Pharmacy,,  Inc.,  et  al.,  No.  20596  Criminal,  and  I 
also  make  a  motion  for  a  judgment  of  acquittal  in 
■he  case  of  United  States  of  America  vs.  Allen  H. 
Parkinson,  No.  20642  Criminal. 

The  Court :     I  will  hear  you  on  the  motions. 

Mr.  Elson:  Well,  your  Honor,  I  will  be  very, 
/ery  frank.  I  think  that  Mr.  Sturzenacker  concurs 
^ith  me  that  I  am  making  that  motion  for  the  pur- 
pose of  protecting  my  record  and  I  did  not  intend 
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to  and,  frankly,  am  not  prepared  at  the  present 
time  to  argue  extensively  any  such  motion. 

The  Court :     The  motion  is  denied. 

The  Clerk:     Your  Honor,  is  that  in  both  cases? 

The  Court:  In  both  cases,  yes.  They  were  made 
at  the  same  time.  [446] 

*  *     * 

The  Court:  In  the  El-0-Pathic  case  let  the  rul- 
ing be  considered  in  accordance  with  that,  then. 

Mr.  Elson:  And  then  I  withdraw  my  motion  as 
to  the  Parkinson  case. 

The  Court:  And  the  ruling  of  the  court  in  the 
Parkinson  case  is  withdrawn? 

The  Court :  Yes,  because  there  is  nothing  before 
the  court — no  motion  before  the  court.  [448] 

*  *     * 

MARTIN  A.  CLEMENS 

one  of  the  defendants  herein,  called  as  a  witness  on 
behalf  of  the  defendants,  being  first  duly  sworn, 
testified  as  follows: 

Direct  Examination 

The  Clerk :     Your  full  name  ?  [455] 

The  Witness :     Martin  A.  Clemens. 

Q.  (By  Mr.  Elson)  :  Mr.  Clemens,  what  is  your 
connection  with  the  El-0-Pathic  Phannacy,  Inc., 
a  corporation? 

A.    I   own  the   stock  in  the   company. 

Q.  And  you  are  the  manager  and  director  of  the 
corporation?  A.     That  is  correct. 
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Q.  Do  you  also  operate  the  M.  A.  Clemens 
Pharmacy?  A.     I  do. 

Q.    Now,  are  you  a  pharmacist? 

A.     Yes,  sir. 

Q.     Admitted  to  practice  pharmacy  in  this  state? 

A.     Yes,  sir. 

Q.     How  long  have  you  been?  A.     1927. 

Q.     Now,  you  sell,  do  you  not,  testosterone? 

A.     I  do. 

Q.  And,  in  other  words,  the  other  products  that 
are  mentioned  in  the  information?  A.     I  do. 

Q.  NoWy  at  least  in  the  fall  of  1947,  from  whom 
were  you  buying  those  products  ? 

A.  From  the  Roche-Organon  Company,  Ciba 
Pharmaceutical  Supply,  from  the  Schering  Cor- 
poration. 

Q.  In  connection  with  the  products  that  you 
purchased  [456]  from  them,  did  you  also  receive 
literature  from  those  companies? 

A.    Yes,  sir,  we  did. 

Q.  And  you  have  seen  the  literature,  some  of  it 
that  has  been  introduced  or  used  in  the  course  of 
this  trial  so  far?  A.     I  have. 

Q.  Was  that  similar  to  the  literature  that  you 
received  at  least  from  those  companies  ? 

A.     It  was. 

Q.  Now,  in  connection  with  this  pamphlet, 
"Male  and  Female  Sex  Hormones,"  an  exhibit  in 
this  case,  what  was  the  source  of  the  information 
contained  in  that  pamphlet  ? 
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A.  It  was  paragraphs  taken  from  the  manufac- 
turers' pamphlets. 

Q.     One  manufacturer  or  several? 

A.     All  of  them. 

Q.     How  long  have  you  been  selling  testosterone  ? 

A.     Since  1943. 

Q.  Has  anyone,  at  any  time,,  made  any  complaint 
concerning  the  alleged  damage  or  injury  from  the 
use  of  the  product  to  you  ? 

A.     They  have  not. 

Q.  Are  you  able  to  tell  us  approximately  how 
much  testosterone  you  have  sold  since  1943?  [457] 

A.     In  boxes,  or  in  amount  of  pills  ? 

Q.     In  boxes  ? 

A.     Approximately  127,000  boxes.  [458] 

The  Court :     Were  they  all  the  same  size  ? 

A.     They  were  different  sizes. 

The  Court:  It  doesn't  seem  to  mean  much,  then, 
unless  there  is  an  average  as  to  the  quantity. 
127,000  boxes  varying  in  size  doesn't  convey  much 
meaning  to  the  court. 

Mr.  Elson :     Let's  try  and  do  it  this  way. 

Q.  Approximately  how  many  tablets  have  you 
sold  since  1943? 

A.     Between  four  and  five  million  tablets. 

Q.  And  how  are  those  tablets  sold ;  in  what  sized 
boxes  ? 

A.  Well,  originally  they  were  sold  in  boxes  of 
15,  30s  and  100s  and  later  on  the  manufacturer 
changed  them  to  30s  and  100s  and  500s. 

Q.     Can  you  give  us  an  estimate  of  about  the 
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percentage  of  business  that  comprised  the  15  tablets 

to  a  box? 

A.  That  was  a  small  percentage.  I  don't  re- 
member the  exact  amount. 

Q.  I  show  you  here  a  paper,  on  the  letterhead 
of  the  El-0-Pathic  Pharmacy,  and  ask  you  if  you 
recognize  the  handwriting. 

A.     That  is  my  handwriting. 

Q.     How  long  ago  did  you  prepare  that  % 

A.     In  the  past  10  days. 

Q.  After  having  looked  at  that,  is  your  memory 
refreshed  as  to  the  approximate  percentage  of  your 
business  [459]  that  comprised  sales  of  15  to  a  box? 

A.     It  is. 

Q.     How  many  ?  A.     20  per  cent. 

Q.  And  approximately  what  percentage  of  your 
business  comprised  the  boxes  of  30  tablets  to  a  box  ? 

A.    30  to  50  tablets ;  70  per  cent. 

Q.  And  what  percentage  of  your  business  com- 
prised the  sale  of  tablets  of  a  hundred  to  a  box? 

A.    About  10  per  cent. 

The  Court :     You  didn't  mention  the  500. 

Q.     (By  Mr.  Elson)  :     Did  you  say  500 ? 

A.  We  very  rarely  sell  500s.  It  is  usually  used 
for  dispensing  in  smaller  bottles. 

Q.    In  other  words,  it  is  a  negligible  quantity? 

A.     That  is  right. 

Mr.  Elson :     Does  that  answer  your  Honor  ? 

Q.     Did  you  carry  Products  Liability  Insurance? 

A.     We  did. 

Q.     That  is,  do  you  carry  it  now? 
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A.     We  do. 

Q.     How  long  have  you  carried  it  ? 

A.    Approximately  five  years. 

Q.     With  one  company  or  several  *? 

A.  The  past  three  years  it  has  been  with  one 
company.  [460] 

Q.     And  who  is  that? 

A.  The  United  States  Fidelity  and  Guaranty 
Company  of  Baltimore,  Maryland. 

Q.  Do  you  remember  who  you  were  insured  with 
for  that  purpose  prior  to  that  time  ? 

A.     No;  I  don't. 

Q.  What  is  the  amount  of  insurance  that  you 
carry  '^ 

Mr.  Neukom:  I  will  object,  your  Honor.  It  is 
not  material. 

Mr.  Elson :     I  will  mthdraw  it. 

Q.  Now,  Mr.  Clemens,  in  Counts  5,  7  and  9,  it  is 
alleged  that  you  sent  to  the  persons  referred  to  in 
those  counts,  on  the  dates  mentioned  in  those  counts, 
testosterone.  It  is  not  alleged  that  there  was  any 
accompanying  literature  with  those  shipments,  such 
as  is  referred  to  in  the  other  counts,  and  by  that 
I  mean  the  pamphlet  "Male  and  Female  Sex  Hor- 
mone.''   Do  you  get  that?  A.     No;  I  don't. 

Q.  In  Counts  5,  7  and  9  of  the  information,  it  is 
alleged  that  you  shipped  testosterone  or  mailed  it 
to  the  individuals  referred  to  in  those  sejoarate 
counts  and  that  you  mailed  that  to  them  on  the 
dates  that  are  referred  to  in  each  of  those  counts. 
It  is  not  alleged,  however,  that  with  those  shipments 
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went  the  pamphlet  here,  "Male  and  Female  Sex 
HoiTQone";  in  other  words,  that  it  didn't  accom- 
pany it  at  all.  [461]  Do  you  get  me  now? 

A.     Yes,  sir. 

Q.  Do  you  remember  whether  or  not  with  those 
particular  shipments  referred  to  in  those  counts — 
do  you  have  any  independent  recollection  of  having 
shipped  one  of  these  pamphlets  here  and — well,  go 
ahead  and  answer. 

A.  One  or  two  pamphlets  went  out  with  every 
shipment. 

Q.     Was  that  your  usual  and  customary  practice  ? 

A.     Yes,  sir. 

Q.    Was  it  infrequent  or  invariable  % 

A.    Always. 

The  Court:  As  a  part  of  the  shipment  or  under 
separate  cover? 

A.     A  pamphlet  went  out  with  every  shipment. 

The  Court:  That  is,  right  along  with  the  pack- 
age? A.     Yes,  sir. 

The  Court :     In  the  same  package  ? 

A.    Yes,  sir. 

Q.  (By  Mr.  Elson)  :  In  Count  10  the  allega- 
tion is  made  that  you  shipped  a  box  with  the  label- 
ing "Female"  on  it.  Do  you  remember  that? 

A.     Yes,  sir. 

Q.  I  will  show  you  a  photostatic  copy  of  the  gov- 
ernments exhibit  here  and  it  is  alleged  that  you  sent 
this  alpha  estradiol  in  that  package,  with  that 
scratched  out  and  [462]  with  the  word  "Female" 
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written  on  there.  Do  you  remember  that  particular 

transaction?  A.     I  don't. 

Q.  What  was  your  practice  with  regard  to  send- 
ing out  estradiol  or  female  hormones,  in  so  far  as 
any  literature  was  concerned  on  the  female  hor- 
mones "? 

A.  We  used  the  manufacturer's  literature  to 
accompany  the  product.  If  it  was  Schering,  we 
would  use  Schering 's  literature,  or,  if  it  was  Roche- 
Organon,  we  would  use  Roche-Organon  literature. 

Q.  On  the  female  you  sent  manufacturer 's  litera- 
ture '?  A.     That  is  correct. 

Q.  I  show  you  here  a  brochure  of  Roche- 
Organon,  having  to  do  with  oral  estrogen  therapy, 
and  ask  you  if  you  have  seen  that  before. 

A.     I  have. 

Q.  Is  that  the  manufacturer's  literature  to 
which  you  referred  ?  A.     Yes,  sir ;  it  is. 

Mr.  Elson :     May  I  offer  this  in  evidence,  please  ? 

Q.  Was  it  infrequent  or  your  invariable  practice 
to  send  such  brochures  with  such  product  ? 

A.     The  brochures  went  out  with  every  order. 

Mr.  Elson:  We  will  offer  this  as  the  defendants' 
next  exhibit.  [463] 

The  Clerk:  That  will  be  Defendants'  Exhibit  C 
in  evidence. 

(The  document  referred  to  was  marked  De- 
fendants' Exhibit  C  and  received  in  evidence.) 

Q.  (By  Mr.  Elson)  :  On  some  of  these  ship- 
ments did  you  take  out  of  the  original  package  in 
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wliicli  it  came  cellophane  packages  containing  tab- 
lets of  testosterone  %  A.     We  did. 

Q.  After  having  taken  those  out,  did  you  send 
those  to  persons  who  ordered  them? 

A.     We  did. 

Q.     These  tablets  came  in  what  form? 

A.  They  came  in  boxes  of  a  hundred  tablets,  20 
strips  to  the  box. 

Q.  B}^  "strips"  do  you  mean  they  were  in  cello- 
phane strips  ?  A.     That  is  correct. 

Q.  Similar  in  appearance  to  this  one  I  am  hold- 
ing in  my  hand  now  ?  A.     Exactly. 

Q.  And,,  when  a  person  ordered  say  five  tablets 
or  ten  tablets,  or  we  will  say  less  than  the  nimiber 
contained  in  the  original  package,  how  did  you  fill 
the  order? 

A.  We  reboxed  them  and  put  a  circular  in  with 
them. 

Q.     What  do  you  mean  by  reboxed  them?  [464] 

A.    We  put  them  in  a  separate  mailing  box. 

Q.    Do  you  mean  the  strips?  A.     Yes. 

Q.    And  mailed  them  with  the  circular  ? 

A.     With  the  circular. 

The  Court:  Was  it  this  circular  or  was  it  an- 
other one? 

A.     It  was  the  male  hormone  circular. 

Q.  (By  Mr.  Elson)  :  I  show  you  here  a  circular 
or  brochure — counsel  has  stated  that  they  don't 
have  any  objection  to  my  speaking  to  the  witness 
a  minute. 
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(Inaudible  conversation  between  Mr.  Elson 
and.  the  witness.) 

Q.  Now,  in  Count  5  it  is  alleged  that  you  re- 
moved five  tablets  from  an  original  package  that 
you  received  from  Roche-Organon  and  shipped  that 
or  you  mailed  it  to  somebody  in  some  other  State. 
I  can't  remember  now  who  it  is.  Do  you  recall  that? 

A.     That  is  right. 

Q.  I  show  you  here  a  brochure  entitled  ''Oral 
Androgenic  Therapy,  Roche-Organon."  Have  you 
seen  those  before  ?  A.     Yes,  sir ;  I  have. 

Q.  Now,  what  was  your  practice  with  reference 
to  products  received  from  Roche-Organon  in  which 
you  removed  say  five  or  ten  tablets  and  sent  those 
by  mail? 

A.     We  sent  a  cii'cular  along  with  it.  [465] 

Q.     Such  as  this  one  here  ? 

A.     Yes,  sir. 

Mr.  Elson:  I  offer  this  as  the  defendant's  next 
exhibit. 

The  Clerk:  That  wiU  be  Defendants'  Exhibit  D 
in  evidence. 

(The  document  referred  to  was  marked  De- 
fendants' Exhibit  D  and  received  in  evidence.) 

Q.  (By  Mr.  Elson) :  Did  you  receive  similar 
brochures  from  the  other  two  companies,  Ciba  and 
Schering?  A.     We  did. 

Q.  That  described  the  use  of  the  product  and 
so  on?  A.    Yes,  sir. 
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Q.  Was  your  practice  the  same  in  connection 
with  taking  out  five  or  ten  tablets,  of  Schering  or 
Ciha,  which  you  mailed  to  somebody  in  another 
State?  A.     It  was. 

Q.  You  mailed  the  brochure  that  was  Scher- 
ing's — if  it  was  Schering 's  tablets,,  you  mailed  their 
brochure  along  with  them  ? 

A.     Yes,  sir ;  that  is  correct. 

Q.     And  the  same  would  be  true  of  Ciba  's  ? 

A.    Yes,  sir. 

The  Court:  You  mailed  a  copy  of  this  circular 
or  one  that  you  had  printed  yourself,  which? 

A.     We  mailed  that  circular.  [466] 

The  Court:     This  one? 

A.     Yes,  sir. 

Q.  (By  Mr.  Elson)  :  You  received  considerable 
quantities  of  such  circulars  from  the  manufac- 
turers? A.     We  did. 

Q.  When  I  say  considerable  quantities,  about 
how  much  did  you  receive  from  them  ? 

A.    As  many  as  we  needed. 

Q.     Would  it  go  into  the  hundreds  or  thousands? 

A.     Thousands. 

Q.  In  Count  2  the  charge  is  that  you  shipped 
certain  Menformon  Dosules,  a  product  of  Roche- 
Organon  Company,  to  a  person  in  Phoenix,  Arizona. 
Those  dosules  are  an  ointment,  are  they  not? 

A.     That  is  correct. 

Q.  For  the  purpose  of  being  rubbed  on  a 
woman's  breast?  A.     That  is  correct. 
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Q.     You  purchased  those  from  Roche-Organon? 

A.     We  did,  sii\ 

Q.  In  Count  3  it  is  alleged  that  you  sent  those 
dosules  to  John  R.  Winch  in  Phoenix,  Arizona.  Did 
you  send  those  in  the  original  package  in  which  they 
were  received  by  you  from  the  manufacturer  ? 

A.     Yes,,  sir. 

Q.  In  connection  with  that  product,  did  you — or 
was  [467]  there  any  accompanying  brochure  or 
literature  that  went  with  it  ? 

A.     Yes,  sir ;  there  was. 

Q.  I  show  you  here  defendants'  exhibit  I  guess 
it  is.  Is  that  the  product  that  went  with  if? 

A.     Yes,  sir ;  it  was. 

Q.     Or  I  mean  brochure. 

A.     Yes,  sir ;  it  was. 

Q.  And  that  was  the  brochure  that  you  received 
from  Roche-Organon?  A.     Yes,  sir. 

Q.  Now,  I  show  you  here  two  invoices,  one  dated 
December  3,  1947,  and  the  other  one  dated  Septem- 
ber 18,  1947.  Keeping  in  mind  the  date  of  shipment 
in  Count  3,  December  28,  1947,  was  the  product  that 
you  shipped  under  Count  3,  on  December  28,  in- 
cluded within  the  merchandise  covered  by  either  of 
those  invoices  ?  A.     Yes,  sir ;  it  was. 

Q.     Which  one  would  it  be,  if  you  know  ? 

A.     The  one  that  is  dated  December  3, 1947. 

Mr.   Elson:     I  offer  that  invoice  into  evidence. 

*     *     * 

The  Clerk:     Defendants'  Exhibit  E  in  evidence. 
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(The  document  referred  to  was  received  in 
evidence  and  marked  Defendants'  Exhibit  E.) 

The  Court:  May  I  ask  the  witness  a  question 
now? 

Q.  In  this  Male  Sex  Hormone  Androgenic 
rherapy,  there  is  a  statement  to  the  effect  that  if 
K-ray  examination  discloses  evidence  of  increased 
t)one  age,  that  the  use  of  the  drug  should  be  dis- 
continued. What  does  bone  age  mean  ? 

A.     Oh,  that  is  a  medical  term,  your  Honor. 

Q.  (By  Mr.  Elson)  :  Have  you  ever  yourself 
ised  testosterone  ?  A.     I  have.  [474] 

Q.     For  how  long? 

A.     The  past  two  years. 

Q.     And  in  what  size  doses  ? 

A.  A  hundred  milligrams  weekly  by  injection, 
md  from  25  to  50  milligrams  daily,  to  supple- 
nent  it. 

Q.     Injections  by  a  doctor?  A.     Yes,,  sir. 

Q.  After  having  taken  this  product,  describe  how 
'ou  felt. 

A.  Well,  it  gave  me  a  lift,  it  gave  me  a  sense  of 
7ell-being,  it  kept  me  from  being  loggy. 

Q.     In  other  words,  you  felt  better  ? 

A.     Felt  better. 

Q.  So  far  as  you  know,  you  suffered  no  ill 
ffects?  A.     None  whatsoever. 

The  Court:     How  long  did  you  say  you  took  it? 

A.     The  past  two  years. 

The  Court :     Regularly  all  this  time  ? 
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A.     Yes,  sir. 

The  Court:  Two  years.  You  started  out  with 
that  dose  and  continued  it  right  along  ? 

A.  I  started  out  with  25  milligram  doses  and 
then,  when  the  manufacturer  increased  the  strength 
of  the  product  to  the  same — ^well,  they  used  to  man- 
ufacture 25  cc's  to  the  injection  and  now  they 
manufacture  50  to  each  injection  and  I  [475]  in- 
creased the  doses  at  the  time. 

The  Court :     You  doubled  it "? 

A.     Yes,  sir,  your  Honor. 

The  Court:     And  took  it  daily,,  hypodermically? 

A.     No.  Once  a  week.  Daily,  orally,  by  sublingual. 

*     *     * 

Q.  (By  Mr.  Elson) :  Mr.  Clemens,  have  you 
gone  to  other  drug  stores  in  the  State  of  California 
and  purchased  testosterone  ?  A.I  have. 

Q.     Inwhatfonn?  A.     Tablets. 

Q.    Linguets  or  tablets? 

A.     Tablets  and  linguet  form. 

Q.     Where  have  you  done  that  ? 

A.     Up  and  down  the  state. 

Q.    Well,  explain  what  you  mean,  j^lease  ? 

A.  On  a  trip  to  San  Francisco,  I  stopped  at 
every  town  I  got  a  chance  to  and  if  they  had  four 
drug  stores  I  would  go  into  two  of  them  and  make 
a  buy.  I  had  no  difficulty. 

Q.     You  purchased  it  over  the  counter  ? 

A.    Yes.  [476] 

Q.  Have  you  made  any  such  purchases  in  the 
city  of  Los  Angeles  ?  A.I  have. 
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Q.     Recently?  A.     Yes,  sir. 

Q.     Where? 

A.     Oh,   practically  any  store. 

Q.  Well,  let  us  put  it  this  way:  At  many  drug 
stores  or  only  a  few  ?  A.     Many. 

Q.     By  many  what  do  you  mean  % 

A.     Well,  I  would  say  nine  out  of  ten. 

Mr.  Elson:     Cross-examine. 

Cross-Examination 
By  Mr.  Danielson: 

Q.     How  old  are  you,  Mr.  Clemens  ? 

A.     42. 

Q.  Have  you  ever  been  convicted  of  a  felony, 
Mr.  Clemens?  A.     No,  sir. 

Q.    Never?  A.     No,  sir. 

Q.  Now,  Mr.  Clemens,  you  have  mentioned  that 
in  all  of  your  sales  of  the  hoiTQones  you  transmitted 
various  circulars  or  circulars  at  least  with  these 
shipments,  is  that  correct  ?  [477] 

A.     That  is  correct. 

Q.    And  that  was  true  of  this  little  pamphlet, 

'Male    and    Female    Sex    Hormones,"    the    little 

I 

'oamphlet  of  your  own,  is  that  not  correct  ? 
'   The  Court :     What  was  the  answer  ? 
I   Q.     (By   Mr.  Danielson)      (Continuing) :     I   am 
feferring  specifically,  Mr.  Clemens,  to  what  aj^pears 
|is  Government's  Exhibit  2- A  and  comparable  cir- 
culars. 
The  Witness:     Now,  what  is  the  question^  sir? 
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Q.  (By  Mr.  Danielson)  :  You  transmitted  these 
circulars  with  your  shipments,  likewise,  is  that  cor- 
rect"? A.     Yes,  sir. 

Q.  And  that  is  true  of  all  of  these  shipments  and 
transactions  which  are  reflected  in  this  information, , 
is  that  not  correct  ^  A.     That  is  correct. 

Q.  Now,  Mr.  Clemens,  I  direct  your  attention  to 
a  transaction  of  November  1,  1947,  which  is  the  sub- 
ject of  the  first  count  of  this  information  alleging 
the  shipment  of  a  package  of  male  hormones  to 
John  R.  Winch  of  Phoenix,  Arizona.  Do  you  re- 
member that  particular  transaction? 

A.    Yes,  sir. 

Q.  Do  you  remember  what  was  the  labeling  you 
transmitted  with  that  particular  shipment  ? 

A.     What  was  on  the  label  ?  [478] 

Q.  What  circulars  or  pamphlets,  literature,  did 
you  transmit  with  that  shipment  ? 

A.  If  it  was  a  male  hormone,  we  sent  them  th 
literature  from  the  male  hormone  leaflet. 

Q.  You  sent  them  this  pamphlet  ''Male  and  Fe 
male  Sex  Hormones,"  is  that  not  correct? 

A.     Yes,  sir. 

Q.     And  did  you  send  any  other  literature? 

A.     Manufacturers'  literature. 

Q.     You  are  sure  of  that?  A.     Yes,  sir. 

Q.  You  remember  that  particular  incident,  is 
that  correct,  this  j^articular  transaction  ? 

A.  T  do  not  remember  that  particular  transac- 
tion, but  one  of  them  went  into  every  package.  I 
inspect  every  order  that  goes  out. 


J 
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Q.  But  you  do  not  remember  that  particular 
transaction,  do  you  ?  A.     No,  sir. 

Q.  All  you  know  is  that  there  was  such  a  ship- 
ment? A.     That  is  right. 

Q.  Now,  I  invite  your  attention  to  what  is  known 
as  count  2  of  this  information.  It  involves  a  sale, 
a  shipment  on  or  about  October  30,  1947,  to  John 
R.  Winch,  Phoenix,  Arizona,  again  of  a  package  of 
tablets  containing  25  milligrams  [479]  of  testoster- 
one each.  Do  you  remember  that  particular  ship- 
ment? 

A.  No,  I  don't  remember  that  particular  ship- 
ment. 

Q.  Do  you  know  what  labeling  went  out  with  it, 
what  circulars  and  literature  ? 

A.  If  it  was  a  male  hormone,  a  male  hormone 
circular  went  wT.th  it. 

Q.  Both  your  own  pamphlet,  the  "Male  and 
Female  and  Sex  Hormones,"  and  you  say  some 
manufacturers'  literature  went  with  it? 

A.     That  is  right. 

Q.  Now,  Mr.  Clemens,  I  invite  your  attention  to 
what  is  count  3  of  this  information,  which  is  based 
on  a  shipment  of  Menformon  Dosules  to  John  R. 
Winch  of  Phoenix,  Arizona.  Do  you  remember  that 
particular  shipment?  A.     I  do. 

Q.    You  do?  A.     Yes,  sir. 

Q.  And  what  literature  accompanied  that  shij)- 
ment  •? 

,    A.     Manufacturers'  literature  with  the  descrip- 
tion of  the  bust  development. 
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Q.    And  what  else  ?  A.     And  our  pamphlet. 

Q.  And  now  you  are  referring  to  this  ' '  Male  and 
Pemale  Sex  Hormones"  pamphlet  ?  [480] 

A.     That  is  correct. 

Q.  Now^,  Mr.  Clemens,  as  to  count  4  of  this  in- 
formation which  is  based  on  a  transaction  on  or 
about  November  18,  1947,  and  a  shipment  to  Robert 
C.  Brandenburg — rather,  a  sale  to  Robert  C.  Bran- 
denburg, do  you  remember  that  particular  transac- 
tion? A.     No,  sir. 

Q.  Do  you  know  what  literature  accompanied 
that  transfer  of  hormones,  25  milligrams  testoste- 
rone ? 

A.  Testosterone — manufacturers  of  testosterone 
literature  and  our  own. 

Q.    You  are  certain  of  that?  A.    Yes. 

Q.  Now  then  on  count  5  of  the  information  we 
have  a  transaction,  five  tablets  of  25  milligrams 
testosterone  sold  to  Robert  C.  Brandenburg  on  or 
about  November  18,  1947.  Do  you  remember  that 
particular  transaction?  A.     No,  sir. 

Q.  Do  you  know  what  literature  would  have  ac- 
companied it? 

A.     The  literature  of  the  manufacturer. 

Q.     Plus  your  own?  A.     Plus  our  own. 

Q.     pamphlet,   the   "Male   and   Female   Sex 

Hormones"?  A.     That  is  correct.  [481] 

Q.  And  to  count  6  of  the  information  charging 
that  on  or  about  October  27,  1947,  a  quantity  of  five 
tablets  of  25  milligrams  testosterone  was  sold  to  one 
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Allen  T.  Spiher,  Jr.  Do  you  remember  that  transac- 
tion? A.     Would  you  repeat  that,  please? 

Q.  Allen  T.  Spiher,  Jr.,  a  sale  of  5  tablets  con- 
taining 25  milligrams  of  testosterone  each. 

A.     Was  that  a  shipment? 

Q.  It  was  on  or  about  October  27,  1947.  These 
tablets  were  placed  into  an  envelope  and  sold  and 
disposed  of  to  Allen  T.  Spiher  on  the  surrender  of 
nothing  but  money,  in  payment  therefor.  Do  you 
remember  that  transaction  ? 

A.     That  was  an  over-the-counter  sale  ? 

Q.     xA^pparently  it  was.  A.     Yes,  sir. 

Q.  Do  you  remember  what  literature  accom- 
panied that  sale?  A.     No,  I  don't. 

Q.  You  don't  remember  on  that.  Would  that 
transaction  have  been  different  from  the  other 
transactions  we  have  just  covered? 

A.     It  would. 

Q.     Why  would  that  be? 

A.     I  knew  he  was  a  federal  drug  inspector. 

Q.  And  you  don't  know  what  literature  it  ac- 
companied,  [482]   however?  A.     No,  sir. 

Q.  I  take  it  that  you  know  Mr.  Spiher,  is  that 
correct?  A.     That  is  correct. 

Q.  Now,  in  count  7  of  the  information,  it  al- 
leges specifically  that  on  or  about  October  27,  1947, 
a  sale  again  of  five  tablets  of  25  milligrams  testos- 
terone, again  to  Allen  T.  Spiher,  Jr.  Do  you  re- 
member that  transaction  ?  A.     I  do. 

Q.  Do  you  remember  what  literature  accom- 
panied it?  A.     No,  sir. 
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Q.     And  in  count  8? 

A.     Was  that  an  over-the-counter  sale? 

Q.     Apparently  it  was. 

A.  Or  was  that  a  shipment?  Then,  the  answer 
is  the  same. 

Q.  And  in  count  8  of  the  information,  on  or 
about  November  20,  1947,  a  sale  again  of  five  tab- 
lets of  25  milligrams  testosterone  to  one  Allen  T. 
Spiher,  do  you  remember  that  transaction  ? 

A.     I  do. 

Q.  And  do  you  remember  what  literature  accom- 
panied it  ?  A.I  do  not. 

Q.  And  in  count  9  of  this  information,  a  trans- 
action on  or  about  November  20,  1947,  a  sale  of  five 
tablets  containing  [483]  25  milligrams  each  of  tes- 
tosterone to  one  Allen  T.  Spiher.  This  apparently 
is  over-the-counter  likewise.  Do  you  remember  that 
transaction?  A.     I  do. 

Q.  And  do  you  remember  what  literature  accom- 
panied it  ?  A.     I  do  not. 

Q.  Now,  directing  your  attention  again,  Mr. 
Clemens,  to  the  transaction  involving  the  sale  of 
Menf ormon  Dosules,  I  believe  you  have  testified  that 
the  information  contained  in  your  little  blue  pam- 
phlet, your  Male  and  Female  Sex  Hormones  pam- 
phlet, was  lifted  from  the  literature  of  some  manu- 
facturer, is  that  correct?  A.     That  is  correct. 

Q.  Is  the  literature  in  your  owti  j^amphlet  sub- 
stantially that  which  appeared  in  this  manufac- 
turer's pamphlet?  A.     That  is  correct,  sir. 

Q.    Without  any  material  changes  in  it  ? 
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A.     That  is  right. 

Q.  How  did  you  copy  it  from  there?  You  your- 
self decided  what  jjortions  to  reincorporate  in  your 
own,  is  that  not  right  ? 

A.  It  is  just  cut  out  of  the  original  pamphlet 
and  pasted  onto  a  sheet. 

Q.     You  read  it  before  you  did  that,  did  you  not  ? 

A.     Yes,  sir.  [484] 

Q.  Then,  you  noticed  the  full  text  of  the  manu- 
facturer's pamphlet,  including  the  citation  of  some 
authority  ?  Is  that  not  correct  ? 

A.  I  do  not  have  the  pamphlet  here  in  front  of 
me. 

Mr.  Danielson:  Do  you  have  Defendant's  Ex- 
hibit A  here? 

The  Clerk:     Yes. 

Q.  (By  Mr.  Danielson) :  Mr.  Clemens,  I  will 
invite  your  attention  to  Defendants'  Exhibit  A 
which  purports  to  be  a  little  brochure  relative  to 
Menformon  Dosules,  particularly  to  the  bottom  of 
page  2.  Now,  I  ask  you,  Mr.  Clemens,  is  that  the 
portion  that  you  incorporated  in  your  little  pam- 
phlet of  "Male  and  Female  Sex  Hormones"? 

A.     I  do  not  remember.  I  do  not  have  a  pamphlet 
here. 
I    Q.     It  is  right  there. 

(Mr.  Danielson  indicates  exhibit  to  the  wit- 
I        ness. ) 

1    A.     This  paragraph  was  taken  from  this  pam- 
-iphlet  right  here  (indicating). 
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Q.  When  you  say  "this  paragraph,"  identify 
what  document  you  are  talking  about. 

A.  The  last  paragraph  on  the  circular  of  our 
own. 

Q.  That  is  on  the  bottom  of  what  would  be  page 
4,  the  back  sheet,  am  I  not  correct  ? 

A.     That  is  correct,  and  it  was  taken  from 

Q.     Defendants'  Exhibit  A? 

A.     Defendants'  Exhibit  A.  [485] 

Q.  (By  the  Court)  :  It  has  a  subheading,  "Re- 
sults from  male  hormones, ' '  is  that  right  ? 

Mr.  Danielson:  No,  your  Honor.  On  the  bottom 
of  page  4  of  the  little  blue  pamphlet,  the  reverse 
page,  the  back  page,  under  the  heading  "Breast 
Development."  That  was  lifted  from  the  second 
paragi'aph  on  the  second  page  of  Defendants'  Ex- 
hibit A,  is  that  correct?  A.     That  is  correct. 

*     *     * 

Q.  (By  Mr.  Danielson) :  Now,  Mr.  Clemens,  I 
should  like  to  point  out  to  you  that  in  the  manu- 
facturer's brochure,  in  referring  to  these  hormones, 
does  he  not  cite  various  authority  such  as  C.  M. 
McBride,  J.A.M.A.  1932,  112:1045,  that  is  cited  in 
Defendants'  Exhibit  A,  is  that  not  correct,  the  man- 
ufacturers' literature?  A.     That  is  correct. 

Q.  And  it  is  not  cited,  however,  in  your  personal 
literature,  is  it  ?  A.     No,  sir. 

Q.  But,  nevertheless,  in  reading  it — you  edited 
that  [486]  out,  you  eliminated  that  yourself,  is  that 
not  correct  ?  A.     That  is  correct. 
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Q.  Now,  you  testified,  did  you  not,  that  these 
manufacturers  would  supply  you  with  all  the  liter- 
ature you  wanted,  that  is,  any  quantity  of  literature 
that  you  would  want?  A.     That  is  correct. 

Q.  Up  to  several  hundred  thousand  copies,  if 
need  be,  is  that  correct?  A.     That  is  correct. 

Q.  That  is  likewise  true  of  Roche-Organon,  is 
that  not  correct  ?  A.     That  is  correct.  [487] 

*     *     * 

Q.  (By  Mr.  Danielson)  :  Why  did  you  find  it 
desirable,  Mr.  Clemens  to  lift  out  this  portion  from 
the  manufacturer's  brochure  and  put  it  in  your 
own? 

A.  You  mean  why  I  decided  to  omit  that  one 
sentence  ? 

Q.  No.  Why  did  you  find  it  necessary  to  reprint 
the  manufacturers'  brochures  when  they  would  sup- 
ply you  with  all  the  copies  you  wanted  ? 

A.     They  quit  supplying  them. 

Q.  I  thought  you  said  they  would  supply  you 
with  all  the  copies  you  wanted. 

A.     They  did,  for  a  while. 

Q.  As  a  matter  of  fact,  wasn't  it  more  conven- 
ient to  omit  those  portions  which  referred  to  the 
imedical  literature? 

A.  No.  That  wasn't  correct. 
j  Q.  Now,  as  to  all  this  literature  which  accom- 
panied these  transactions,  Mr.  Clemens,  you  remem- 
Iber  that  in  the  instances  other  than  those  involving 
jMr.  Spiher,  do  you  remember,  are  you  sure  that  the 
lather  literature  went  along  with  those,  the  manu- 
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facturers'    literature    accompanied    those    transac- 
tions? A.     Yes,  sir. 

Q.  As  a  matter  of  fact,  isn't  it  true  that  it  is  a 
rather  convenient  afterthought,  two  years  after- 
wards, to  remember  that  some  other  literature  ac- 
companied them? 

A.  No,  sir.  We  always  had  a  policy  to  put  one 
or  more  circulars  in  eYery  package,  and  they  were 
always  checked.  [488] 

Q.  Now,  you  have  testified  that  you  sold  around 
four  to  five  million  tablets  of  methyl  testosterone 
since  you  have  been  in  this  particular  business,  is 
that  not  correct  ?  A.    Yes,  sir.  [489] 

*     *     * 

Q.  (By  Mr.  Danielson) :  In  addition  to  the 
literature  to  which  I  have  called  your  attention,  did 
Roche-Organon  or  Ciba  or  any  of  these  other  com- 
panies supply  you  with  literature  in  addition  to  this 
little  brochure? 

A.     Do  you  mean  the  manufacturers'  brochures? 

Q.  That  is  right ;  in  addition  to  Defendants '  Ex- 
hibit A,  and  I  believe  there  are  two  others,  probably 
D  and  E. 

A.  The  Schering  Corporation  supplied  us  with 
other  literature. 

Q.     How  about  Roche-Organon? 

A.  Roche-Organon  only  supplied  us  with  litera- 
ture pertaining  to  the  product  we  were  buying  from 
them.  *  j| 

Q.     I   would  like   to   invite  your  attention,  Mr. 
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Clemens, — could  this  be  marked  for  identification, 

please  ? 

The  Clerk:  Government's  Exhibit  No.  18  for 
identification. 

(The  document  referred  to  was  marked  Gov- 
ernment's Exhibit  No.  18  for  identification.) 

Q.  (By  Mr.  Danielson) :  I  would  like  to  show 
you  this  document,  Mr.  Clemens,  which  purports  to 
be  a  letter  from  Roche-Organon,  and  ask  you  if  you 
have  ever  seen  it  before.  A.     I  have. 

Q.  You  received  one  of  those  from  Roche-Or- 
ganon, is  that  correct?  A.     That  is  correct. 

Q.     Did  you  read  that,  Mr.  Clemens  ? 

A.     I  did. 

Q.  Did  it  not  make  restrictions,  Mr.  Clemens,  on 
the  use  to  which  you  could  put  this  literature  which 
they  distributed? 

A.     At  that  particular  time,  they  did. 

Q.     And  that  was  in  July,  1947  ? 

A.     That  is  right. 

Q.    And  what  were  those  restrictions  ? 

A.  They  told  us  not  to  give  out  too  many  of 
them. 

Q.  As  a  matter  of  fact,  didn't  they  make  it 
more  strong  than  that  ? 

A.  They  might  have  in  the  letter  but  they  kept 
supplying  us  anyhow. 

Q.  I  would  like  to  invite  your  attention  hove  to 
a  phrase,  ''This  pamphlet  has  been  prepared  for 
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dissemination    to    the    medical    profession    exclu- 
sively."   Do  you  remember  such  a  statement? 

A.     That  is  right. 

Q.  Here  is  another,  "All  Roche-Organon  prod- 
ucts, with  the  exception  of  cytora,  are  strictly  pre- 
scription items;  literature,  therefore,  must  be  kept 
out  of  the  hands  of  your  customers.  You  would  be 
breaking  faith  with  your  physicians  to  do  otherwise. 
In  fact,  you  might  even  endanger  lives,  for  hor- 
mones are  powerful  therapeutic  agents  which  must 
be  administered  [491]  under  strict  medical  super- 
vision." You  remember  that,  do  you  not  ? 

A.     I  remember  that ;  yes,  sir. 

Q.  That  was  put  out  by  the  manufacturer  of  that 
drug,  was  it  not?  A.     That  is  correct. 

Q.  And  do  you  remember  they  also  told  you,  ''So 
pass  along  these  facts  to  all  your  clerks:  (1)  Roche- 
Organon  literature  is  for  physicians  only.  (2)  Keep 
Roche-Organon  literature  out  of  reach  of  your  cus- 
tomers. (3)  All  Roche-Organon  products  (except 
cytora)  bear  an  Rx  legend  on  their  labels,  and 
therefore,  may  be  dispensed  only  on  a  physician's 
prescription.  (4)  Don't  give  out  literature  with 
prescriptions  for  Roche-Organon  products  even 
when  the  patient  asks  for  it"?  Do  you  remember 
that? 

A.  I  remember  that  in  the  letter  but  that  is  not 
what  their  agents  told  us  to  do. 

Q.     But  you  do  remember  this  letter,  do  you  not? 

A.     Yes,  sir. 
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Q.  You  mentioned  Ciba,  did  you  not,  that  Ciba 
has  put  out  some  literature?  A.     Yes,  sir. 

Q.  Are  you  familiar  with  this  literature  that 
Ciba  puts  out  along  with  their  hormonal  products? 

A.     Some  of  it.  [492] 

*  *     * 

Mr.  Danielson:  Your  Honor,  I  should  like  to 
offer  Government's  Exhibit  18  for  identification  in 
evidence. 

The  Clerk :     Government's  Exhibit  18  in  evidence. 
(The  document  referred  to  was  marked  Gov- 
ernment's Exhibit  No.  18  and  received  in  evi- 
dence.) 

*  *     * 

Q.  I  want  to  direct  your  attention,  Mr.  Clemens, 
to  some  other  literature  put  out  by  Ciba.  You  have 
seen  their  little  booklet  entitled  "Male  Hormone 
Therapy,"  have  you  not,  from  Ciba's? 

A.    Yes,  sir. 

Q.    And  you  have  looked  it  over,  have  you  not? 

A.    Yes,  sir. 

Q.  Do  you  remember  their  statement,  and  I  am 
quoting  from  page  146,  "The  use  of  androgens  and 
the  treatment  of  other  conditions  such  as  ciyptor- 
chidism,  the  'male  climacteric,'  angina  pectoris,  ovar- 
ian dysfunction  (functional  uterine  bleeding),  dy- 
ismenorrhea  and  other  gynocologic  conditions  is  ex- 
'perimental  and  cannot  be  recognized  until  more  con- 
iclusive  evidence  becomes  available"? 

And,  again   on  the  same  page,  "The  male  sex 
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hormone  is  contraindicated  in  the  following  condi- 
tions : 

Sterility:  Large  doses  may  cause  azoospermia 
since  the  hormone  secreted  by  it  tends  to  inhibit  the 
gland  which  produces  it." 

And,  again,  ''Carcinoma  of  the  prostate:  It  is  un- 
wise to  give  testosterone  propionate  in  these  cases." 

The  Court :     What  carcinoma  was  that  ? 

Mr.  Danielson :     Of  the  prostate. 

Q.  You  have  seen  the  literature  put  out  by  Ciba, 
*'A  smnmary  of  sterility  sex  hormone  therapy,"  no 
doubt?  A.     Yes,  sir. 

Q.  Did  you  notice  on  page  13  thereof  contrain- 
dications, ''Androgens  are  contraindicated " 

Mr.  Elson:     Just  a  moment.  What  is  the  date  of 

that  book?  [494] 

*     *     * 

Mr.  Danielson:  The  pamphlet  from  which  I  am 
about  to  quote  is  dated  1947  and,  moreover,  Mr. 
Clemens  has  stated  he  is  familiar  with  it.  I  should 
like  to  question  him  about  it. 

The  Court:  He  didn't  admit  that  he  w^as  famil- 
iar with  it  at  the  time  that  these  transactions  in- 
volve. 

Q.  (By  Mr.  Danielson) :  Mr.  Clemens,  is  it  not 
true  that  this  literature  put  out  by  the  manufac- 
turer is  the  type  of  literature  you  have  been  describ- 
ing and  with  which  we  are  now  [495]  dealing,  dis- 
tributed by  the  manufacturers  through  outlets  from 
time  to  time  in  the  course  of  their  business  transac-  li 
tions?  A.     That  is  correct.  ' 
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Q.  And,  in  1947,  you  received  the  1947  informa- 
tion and,  likewise,  in  1948,  you  received  the  1948 
information,  is  that  correct? 

A.     We  received  them ;  yes.  [496] 

Q.  Inviting  your  attention  to  this  booklet  with 
which  you  have  mentioned  you  are  familiar,  ''Ster- 
oid Sex  Hormone  Therapy,"  you  did  have  occasion 
to  see  this,  is  that  not  correct  ? 

A.    Just  recently;  yes. 

Q.  It  was  made  available  to  you,  however,  a 
couple  of  years  ago?  A.     That  is  right. 

Q.  And  you  are  in  the  business  of  selling  these 
hormones,  are  you  not?  A.     That  is  right. 

Q.  In  fact,  j^ou  obtained  the  wording  for  your 
own  literature  from  these  various  pieces  of  litera- 
ture distributed  by  the  manufacturer,  did  you  not? 

A.     That  is  correct. 

Q.  Did  you  not  take  the  trouble  to  notice  that, 
on  page  13  of  this  little  pamphlet,  with  the  heading 
' '  Contraindications ' ' 

Mr.  Elson:  Wait  just  a  minute,  Mr.  Danielson. 
You  haven't  shown  yet  that  he  read  this,  even 
though  it  might  have  been  in  1947,  prior  to  the  time 
that  any  of  these  shipments  were  made. 
!  Mr.  Danielson :  If  your  Honor  please,  it  has  been 
jestablished,  in  the  first  place,  that  the  defendant  is 
[familiar  with  the  pamphlet;  in  the  second  place, 
irhat  it  was  published  [497]  in  1947 ;  third,  it  was  re- 
beived  by  him  about  that  time,  and,  fourth,  it  was 
jivailable  and  could  have  been  read  by  him. 

Mr.  Elson :     Whether  he  did  or  not  is  a  question 
)f  fact. 


724  United  States  of  America  vs. 

(Testimony  of  Martin  A.  Clemens.) 

The  Court :  I  haven't  heard  any  evidence  that  he 
received  it  in  1947. 

Q.  (By  Mr.  Danielson) :  I  believe  you  testified, 
did  you  not,  that  you  received  this  a  couple  of  years 
ago?  A.     I  believe  I  did. 

Q.    Well,  did  you? 

A.  I  don't  remember  that  book  but,  offhand,  I 
have  not  gone  through  all  of  these  booklets.  I  don't 
know  when  I  received  them.  They  shipped  them  to 
us  but  I  don't  remember  the  dates. 

Q.  You  don't  remember  when  you  went  through 
them  for  sure,  then? 

A.  That  is  right.  It  is  only  recently  I  have  been 
reading  those  booklets. 

Q.     Why  have  you  started  reading  them  recently  ? 

A.     Because  of  the  government  charges  here. 

Q.  Have  you  changed  that  little  pamphlet,  "Male 
and  Female  Sex  Hormones"  recently? 

A.     I  don't  remember  when  I  saw  it  last. 

Q.  Why  did  you  not  include,  Mr.  Clemens,  those 
things,  the  statement  relative  to  carcinoma  and  the 
statement  relative  [498]  to  sterility?  Why  did  you 
not  include  those  in  your  little  pamphlet  ? 

Mr.  Elson:  Just  a  minute.  He  says  he  doesn't 
recall  having  recently  changed  them. 

Mr.  Danielson:  He  has  referred  to  Defendants' 
Exhibit  A.  That  is  one  which  I  am  confident  Mr. 
Clemens  recalls.  The  other  pamphlets  which  have 
been  mentioned — Mr.  Clemens  has  testified  he  did 
receive  this  literature  and  did  look  at  this  pamphlet 
on  Male  Hormone  Therapy. 
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The  Witness:  That  deals  with  testosterone  pro- 
pionate and  we  don't  have  much  to  do  with  that. 

Q.  (By  Mr.  Danielson) :  How  about  andro- 
gens ?  Do  they  include  methyl  testosterone  ? 

A.     Yes;  they  include  methyl  testosterone. 

Q.  The  statement  so  far  as  it  applies  to  andro- 
gens would  cover  methyl  testosterone  ? 

A.     That  is  correct. 

Q.  But  you  published  no  warnings  as  to  the  use 
of  them,  is  that  correct  ?  A.     No,  sir. 

Q.  Now,  you  stated  a  while  ago  that  you  have 
been  taking  these  hormones  for  some  time.  Do  you 
take  them  under  the  supervision  of  a  physician? 

A.     No,  sir. 

Q.     How  did  you  say  you  received  this  injection? 

A.     By  a  doctor. 

Q.     That  has  been  going  on  for  a  year  or  two? 

A.     That  is  correct. 

Q.  And  the  doctor  is  still  administering  it,  is 
that  right  ?  A.     That  is  right. 

Q.  How  come  you  consulted  a  doctor,  Mr. 
Clemens  ? 

A.     I  had  no  way  of  injecting  it  myself. 

Q.  You  didn't  ask  the  doctor  for  any  device, 
then,  I  gather  ?  A.     No,  sir. 

Q.     You  told  him  what  to  do  and  he  did  it? 

A.     That  is  correct. 

Q.    He  conducted  no  examinations  at  any  time? 

A.     None  whatsoever. 
;    Q.    And    then    you    have    no    way    of   knowing 
Ivvhether  you  have  any  early  or  incipient  carcinoma 
;)f  the  prostate,  do  you  ?  A.     No,  sir. 
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Q.  How  did  you  get  started  taking  these  hor- 
mones, Mr.  Clemens  ? 

A.  I  just  wanted  to  check  to  see  what  they  would 
do. 

The  Court:  Did  you  find  out  that  they  had  the 
potency  to  do  the  things  that  the  manufacturers 
suggested  ? 

The  Witness :     Yes,  sir ;  they  do.  [500] 

Q.  (By  Mr.  Danielson) :  Now,  Mr.  Clemens, 
you  mentioned  that  you  buy  these  hormones  at  nine 
out  of  ten  drug  stores  without  a  prescription. 

A.     That  is  correct. 

Q.     Did  you  ever  try  Horton  &  Converse's? 

A.     Yes. 

Q.     Did  you  succeed? 

A.    Well,  I  can  buy  it  there ;  yes. 

Q.     You  happen  to  be  a  pharmacist,  do  you  not? 

A.     That  is  right. 

Q.     Do  you  know  whether  a  lay  person  can? 

A.     I  wouldn't  know. 

Q.  Have  you  tried  it  out  at  the  Rexall  Drug 
Stores  downtown?  A.     Some  of  them. 

Q.     Some  of  them  turned  you  down? 

A.  That  is  right.  I  don't  give  my  credentials  or 
anything. 

Q.  Can  you  name  any  one  pharmacy  down  here 
that  has  sold  you  the  hormones  without  knowing 
you  are  a  pharmacist  and  [501]  mthout  a  prescrip- 
tion? A.     Any  one  pharmacy  where? 

Q.     Downtown  in  Los  Angeles. 
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A.  Oh,  sure;  yes,  sir.  The  one  on  the  corner  of 
Fourth  and  Broadway,  two  doors  north,  and  there 
is  one  in  the  middle  of  the  block  between  Fifth  and 
Fourth  on  Broadway,  and  there  is  one  on  the  corner 
of  Fourth  and  Broadway. 

Q.  What  is  this  store  at  Fourth  and  Broadway 
now '?  A.     It  is  a  little  store 

Q.    Is  it  a  Rexall  store  ? 

A.     No,  sir.    This  is  a  regular  drug  store. 

Q.     What  is  the  name  of  this  drug  store? 

A.     I  don't  recall  the  name.  It  is  about  three  or 

four  doors  north  of  Fifth  and  Broadway,  on  the 

eastside  of  the  street. 

*     *     * 

Q.  Would  you  be  more  particular  in  telling  us 
what  this  drug  store  is  ? 

A.  It  is  a  little  drug  store  about  four  doors 
north  of  Fourth  and  Broadway,  on  the  east  side  of 
the  street.  [502] 

Q.  Fourth  and  Broadway  or  Fifth  and  Broad- 
way %  A.     Fifth  and  Broadway. 

Q.  Do  you  know  of  any  other  reputable  drug 
store  downtown? 

Mr.  Elson:     What  do  you  mean  by  ''reputable"? 

The  Witness:  A  drug  store  on  the  corner  of 
Fifth  and  Spring,  the  Alexandria  Drug  Company, 
and  a  drug  store  on  the  corner  of  ,Fourth  and 
Broadway,  the  Safety  Drug  Company. 

Q.  (By  Mr.  Danielson) :  And  at  those  drug 
stores  you  can  buy  methyl  testosterone  without  a 
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prescription  and  without  being  a  pharmacist? 

A.     That  is  correct.  [503] 

*     *     * 

Cross-Examination 
(Resmned) 
By  Mr.  Danielson : 

Q.  Mr.  Clemens,  when  you  were  on  the  stand 
yesterday,  I  believe  you  did  testify,  did  you  not, 
that  you  are  a  pharmacist? 

A.     That  is  correct. 

Q.  You  are  licensed  to  practice  your  profession 
here  in  California?  A.     Yes,  sir. 

Q.  Where  did  you  go  to  school  to  study  your 
profession?  [505] 

A.     I  didn't  go  to  school  to  study  it. 

Q.  But  you  did  pass  the  State  Board,  or  what- 
ever it  is  called?  A.     That  is  correct. 

Q.  In  your  preparation  as  a  pharmacist,  you 
learned,  of  course,  that  a  pharmacist  deals  with  the 
public  in  his  trade  at  all  times,  did  you  not  ? 

A.     Yes,  sir. 

Q.  And  that  the  pharmacist,  hj  virtue  of  his 
type  of  business,  has  to  deal  with  not  only  more  or 
less  innocuous  remedies  but,  likewise,  poisons,  dan- 
gerous remedies  and  a  wide  quality  of  products,  is 
that  correct?  A.     That  is  correct. 

Q.  And  that  a  pharmacist,  in  dealing  with  the 
public,  has  a  duty  at  least  not  to  wilfully  deceive  the 
public  in  its  contacts,  relative  to  these  subjects,  is 
that  correct?  A.     That  is  correct. 
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Q.  And  I  imagine  wilfullj^  not  to  deceive — or  you 
might  say  in  good  practice  you  would  use  good 
faith  and  confidence  in  dealing  with  the  public, 
isn't  that  correct?  A.     That  is  correct. 

Q.  And  you  have  been  practicing  pharmacy 
since  about  1937,  is  that  correct?  A.     1927. 

Q.  And  I  presume  that  you,  likewise,  have  not 
wilfully  [506]  deceived  the  public  in  your  business, 
is  that  not  correct?  A.     That  is  right. 

Q.  You  have  used  good  faith  and  confidence  in 
all  of  your  dealings  with  the  public? 

A.     That  is  correct. 

Q.  And  I  presume  that  was  true  when  you  were 
in  your  hormone  business,  is  that  correct?  You 
didn't  wilfully  deceive  the  public  in  the  hormone 
business?  A.     No,  sir. 

Q.  That  was  true  at  the  time  of  the  counts 
alleged  in  this  information,  in  1947  and  1948?  You 
were  still  using  good  faith  and  confidence  in  your 
dealings  with  the  public?  A.     Yes,  sir. 

Q.     You  were  not  wilfully  deceiving  the  public? 

A.     No,  sir. 

Q.  In  this  literature  you  passed  out,  that  little 
pamphlet  "Male  and  Female  Sex  Hormones,"  which 
is  identified  as  Exhibit  1-A  in  the  exhibits,  and  also 
several  other  exhibits,  you  didn't  wilfully  deceive 
the  public  there,  did  you?  A.     No,  sir. 

Q.  And  I  presume  that  is  true  of  all  of  you]' 
literature  that  you  passed  out,  of  any  representa- 
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tions  made  to  the  public?  You  didn't  wilfully  de- 
ceive the  public  then?  A.     No,  sir.  [507] 

Q.  And  you  don't  deceive  the  public  today,  for 
that  matter,  do  you?  A.     No,  sir. 

Q.  You  still  use  good  faith  and  good  business 
during  any  dealing  with  the  public? 

A.     Yes,  sir. 

Q.     In  all  of  your  representations? 

A.     Yes,  sir. 

Q.  Mr.  Clemens,  since  you  have  been  using  good 
faith  and  confidence,  I  don't  imagine  you  would 
object,  would  you,  to  having  the  court  see  some 
of  the  ads  you  put  out  to  the  public? 

A.     No  objection.  [508] 

*     *     * 

Mr.  Danielson:  For  the  record,  I  should  like  to 
have  these  marked  for  identification.  I  have  a  photo- 
stat of  page  34  of  the  Los  Angeles  Daily  News, 
dated  October  15,  1947. 

The  Clerk:  That  will  be  Government's  Exhibit 
No.  21  for  identification. 

Mr.  Danielson:  1  have  page  30  of  the  Los  An- 
geles Times,  Sunday,  April  17,  1949. 

The  Clerk:  That  will  be  Government's  Exhibit 
No.  22  for  identification. 

Mr.  Danielson:  And  page  22,  Part  One  of  the 
Los  Angeles  Times  for  Wednesday,  June  8,  1949. 

The  Clerk:  Government's  Exhibit  No.  23  for 
identification.  [510] 

Mr.  Danielson:  And  page  8-B,  Los  Angeles 
Daily  News,  Tuesday,  July  5,  1949. 
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The  Clerk:  Government's  Exhibit  No.  24  for 
identification. 

Q.  (By  Mr.  Danielson) :  Now,  Mr.  Clemens,  I 
invite  your  attention  to  Government's  Exhibit  No. 
21  for  identification,  particularly  to  an  ad  in  the 
right-hand  column  just  above  the  middle  of  the  page, 
relative  to  hormones,  M.  A.  Clemens,  Pharmacist. 
That  is  one  of  the  ads  that  you  caused  to  be  pub- 
lished, is  it  not?  A.     That  is  correct. 

Q.  And  you  are  aware,  naturally,  of  the  con- 
tents of  that  ad,  isn't  that  correct? 

A.     That  is  true. 

Q.  Likewise,  I  invite  your  attention  to  Govern- 
ment's Exhibit  No.  22  for  identification,  the  lower 
right-hand  portion  of  the  page,  an  ad  relative  to 
male  hormones,  with  the  address  of  El-0-Pathic 
Pharmacy.    That  is  one  of  your  ads,  is  it  not? 

A.     That  is  correct. 

Q.  And  you  are  familiar  with  the  contents  of 
that  ad?  A.     Yes,  sir. 

Q.  And,  likewise,  in  Government's  Exhibit  No. 
23  for  identification,  in  the  lower  left-hand  portion 
of  the  page,  another  ad  of  the  El-0-Pathic  Phar- 
macy. Is  that  one  of  your  [511]  ads,  Mr.  Clemens? 

A.     That  is  correct. 

Q.  And  you  are,  of  course,  familiar  with  the  con- 
tents of  that,  are  you  not  ?  A.     Yes,  sir. 

Q.  Then,  again,  on  Government's  Exhibit  24  for 
identification,  a  newspaper  of  July  5,  1949,  I  direct 
your  attention  to  an  ad  at  the  lower  left-hand  por- 
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tion  of  the  page.   That  is  from  El-0-Pathic  Phar- 
macy. It  is  one  of  your  ads,  too,  is  it  not  ? 

A.     That  is  correct. 

Q.     And  you  are  aware  of  the  contents  of  it? 

A.     Yes,  sir;  that  is  right. 

Q.  Now,  Mr.  Clemens,  in  publishing  these  ads, 
both  those  of  recent  date  and  the  one  back  there  in 
1947,  you  were,  again,  you  say,  using  good  faith  and 
confidence  and  were  not  misleading  the  public,  is 
that  not  correct?  A.     That  is  correct.  [512] 

*     *     * 

Q.  (By  Mr.  Danielson)  :  You  testified  yester- 
day, Mr.  Clemens,  that  you  have  studied  a  booklet, 
"Smnmary  of  Steroid  Sex  Hormone  Therapy," 
which  was  likemse  published  by  Ciba? 

A.     I  don't  believe  I  said  I  studied  it. 

Q.     You  read  it  ? 

A.     I  glanced  through  it. 

Q.  Copyright,  1947.  On  page  13  of  which  is  a 
statement  to  the  effect: 

"Contraindications,"  stating,  "Androgens  are 
contraindicated  under  the  following  circumstances: 

"1.  In  the  presence  of  carcinoma  of  the  prostate 
particularly  and  carcinoma  in  general." 

And  a  little  further  do^^Ti,  on  page  13 : 

"Caution  should  be  exercised  in  administering 
androgens  over  long  periods  to  individuals  with 
normal  testicular  function,  since  androgens  have 
been  reported  as  inhibiting  [516]  spermatogenesis." 

You  did  read  that,  did  you  not? 
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Mr.  Elson:  Just  a  minute.  Is  that  going  to  the 
question  of  credibility,  Mr.  Danielson? 

Mr.  Danielson :     To  a  large  part,  yes. 

Mr.  Elson:  Well,  I  submit  that  the  question  is 
objectionable  on  the  grounds  that  I  have  already 
stated. 

Mr.  Danielson :  It  goes  not  only  to  the  credibility, 
it  does  go  to  credibility,  but  likewise  to  one  of  our 
principal  allegations,  and  that  is  that  there  is  mis- 
branding in  this  case  because  of  false  and  mislead- 
ing statements  in  the  literature. 

The  Court:  Objection  overruled.  The  witness 
may  answer. 

The  Witness :     What  is  the  question  ? 

(Question  read  as  follows:   "You   did  read 
that,  did  you  not?") 

Mr.  Danielson:     I  believe  the  witness  has  testi- 
fied, yesterday,  that  he  did,  is  that  not  correct  ? 
A.     That  is  correct.'  [517] 

*  *     * 

Q.  Very  well.  Now,  Mr.  Clemens,  is  it  not  a 
fact  that  in  using  good  faith  and  confidence  in  deal- 
ing with  the  public,  you  would  not  wilfully  mislead 
them  as  to  any  danger  in  these  products  of  which 
you  were  aware? 

A.     No,  I  wouldn't.    I  checked  all  these  dangers 

before  I 

*  *     * 

Mr.  Danielson:  Now,  Mr.  Clemens,  you  had  no 
reason  at  the  time  of  the  publishing  of  these  ads 
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and  of  the  pamphlet,  ''Male  and  Female  [518]  Sex 
Hormones,"  which  is  Government's  Exhibit  1-A 
and  other  numbers,  you  had  no  reason  to  believe 
that  there  was  any  danger  involved  in  the  use  of 
these  products,  is  that  correct,  of  the  male  or  female 
sex  hormones'? 

A.  I  believe  there  was  none.  I  checked  with  the 
state  authorities  but  they  gave  me  no  reason  to 
believe  that  there  was. 

Q.     You  had  no  reason  to  believe?  A.     No. 

Q.  And  you  apparently  still  have  no  reason  to 
believe,  is  that  correct '?  A.     That  is  right. 

Q.  Now,  Mr.  Clemens,  did  you  not  formerly  do 
business  as  Clark's  Drugs  and  Sundries,  Clark's 
Drugs  or  Clark's?  A.     Yes,  sir. 

Q.     And  likewise  as  M.  A.  Clemens'? 

A.     That  is  right. 

Q.  Isn't  it  a  fact  that  as  far  back  as  October  23, 
1947,  the  fact  of  danger  in  these  products  was  forcibly 
brought  to  your  attention  by  the  Federal  Trade  Com- 
mission ? 

A.  I  don't  believe  they  brought  the  fact  of  danger. 
It  was  advertising  the — it  was  the  advertising  they 
were  interested  in. 

Q.  And  what  was  the  nature  of  that  warning? 
Wasn't  it  an  order  to  cease  and  desist?  [519] 

A.     That  is  correct. 

Q.     And  what  was  the  basis  of  that  warning? 

A.     In  what  way? 

Mr.  Elson:     Let  me  see  it.  [520] 
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Q.  Now,  Mr.  Clemens,  having  received  this,  did 
you  [524]  subsequently  issue  this  literature  which 
by  this  very  letter  was  restricted  to  physicians  ? 

Mr.  Elson:  Just  a  minute.  I  object  to  that  ques- 
tion on  the  grounds  that  counsel  is  placing  a  con- 
struction on  the  letter  itself,  which  is  something 
which  this  court  can  determine.  If  you  will  confine 
your  question  to  did  he  subsequently  put  out  this 
literature,  I  have  no  objection  to  it. 

Mr.  Danielson:  I  have  no  objection  to  phrasing 
that  question  in  that  manner,  frankly,  Mr.  Elson. 

Q.  Did  you  %  Having  received  this  letter,  did  you 
subsequently  put  out  the  literature  referred  to  in  it  % 

A.     They  told  me  to  ignore  that  letter. 

Q.     Well,  did  you?  A.     Yes. 

Q.     Why  did  you? 

A.  The  manufacturers'  managers  told  me  to 
ignore  that  letter,  that  was  merely  put  out  to  appease 
the  medical  profession,  and  they  kept  supplying  us 
with  that  literature  from  then  on. 

Q.  You  mean  to  say  that  the  agents  of  Roche- 
Organon  issued  this  letter  and  then  came  around  and 
told  you  to  disregard  it? 

A.  Not  the  agents.  That  came  from  the  com- 
pany's offices  in  Nutley,  New  Jersey.  The  local 
agents  here  told  me  to  ignore  the  letter  and  they 
kept  supplying  me  with  literature  as  [525]  long  as 
they  had  it. 

Q.  That  is,  you  mean  contact  men  for  this  com- 
pany ? 
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A.     The  general  managers  of  this  company,  yes. 

Q.     Told  you  to  ignore  it? 

A.  Yes.  They  put  this  letter  out  so  that  it  would 
have  that  action  on  the  medical  profession,  and  they 
told  me  not  to  pay  any  attention  to  it. 

Q.  (By  Mr.  Danielson)  :  What  was  the  purpose 
of  the  letter,  then? 

Mr.  Elson:  Wait  a  minute.  I  object  to  the  ques- 
tion. What  was  the  purpose  of  the  letter,  that  is 
asking  for  a  bald  conclusion  on  the  part  of  the  wit- 
ness. 

Q.  (By  Mr.  Danielson) :  Well,  what  did  they 
tell  you  was  the  purpose  of  the  letter? 

Mr.  Elson:     What  did  who  tell  him? 

Mr.  Danielson:  These  contact  men  of  Roche- 
Organon. 

A.  They  had  to  keep  their  product  council- 
accepted  with  the  medical  profession,  that  they  still 
had  to  have  the  outlet  counciled. 

Q.  In  other  words,  this  was  just  sort  of  a  front 
to  make  it  all  sound  very  legitimate,  is  that  correct  ? 

A.  Well,  I  don't  know  what  opinion  you  have 
of  it. 

Q.     That  was  the  net  effect  of  it,  was  it  not? 

A.  They  told  me  to  continue  passing  out  and 
selling  the  product.  [526] 

*     *     * 

Q.     (By  Mr.  Danielson)  :     Well,  having  received 
this  letter,  you  nevertheless  did  issue  the  literature  ? 
A.     Yes,  I  did.   I  was  told  to  ignore  the  letter. 
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Q.  Even  though  the  letter  says  to  do  so  would  be 
breaking   faith   with    the    physicians,    is    that    not 

correct?  [527] 

*     *     * 

Q.  (By  Mr.  Danielson)  :  Did  you  issue  these 
products  back  at  this  time,  1947  and  1948,  with  or 
without  a  prescription,  Mr.  Clemens? 

A.     Without. 

Q.  And  that  is  true  today,  I  presume,  is  that  not 
correct?  A.     That  is  correct. 

Q.  Mr.  Clemens,  directing  your  attention  now  to 
the  product  Menformon  Dosule,  that  is  Roche-Or- 
ganon  product?  A.     That  is  right. 

Q.  I  show  you  a  photostatic  copy  of  Govern- 
ment's Exhibit  3-A  which  purports  to  be  a  package 
of  Menformon  Dosules.  A.     That  is  correct. 

Q.     You  are  familiar  with  this  label,  I  presume? 

A.     Yes,  sir. 

Q.  You  are  likewise  familiar  with  the  paragraph, 
"Caution:  To  be  dispensed  only  by  or  on  the  pre- 
scription of  a  physician"?  A.     Yes,  sir. 

Q.  And  that  label  has  been  carried  on  the  pack- 
age, was  carried  on  the  package  during  1947  and 
'48,  was  it  not,  Mr.  [528]  Clemens? 

A.     Yes,  sir. 

Q.  But  you  sold  without  a  prescription,  never- 
theless? A.     That  is  correct. 

Q.  There  is  one  more  thing,  Mr.  Clemens:  Mr. 
Clemens,  yesterday  I  asked  j^ou  a  question 

Mr.  Neukom:  While  he  is  looking  for  that,  I 
would  like  to  offer  in  evidence  newspaper  advertise- 
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ments.    We  at  one  time  offered  tliem  and  then  we 
withdrew  them,  and  they  are  Exhibits  21,  22  and  23. 
Mr.  Elson:     I  am  going  to  object  to  them  on  the 
same  grounds  I  objected  to  them  before.  [529] 

*  *     * 

The  Court:  The  ruhng  on  the  admissibility  of 
the  report  of  the  State  Board,  which  was  offered 
yesterday,  is  set  aside  in  view  of  the  present  offer. 
The  report  of  the  State  Board  of  Pharmacy  will  be 
admitted.  As  to  these  advertisements,  I  don't  care 
to  go  much  further  with  a  matter  that  is  in  its 
nature,  in  large  part  advertising  but  I  will  go  this 
far  with  the  report  that  you  offered,  Mr.  Elson,  and 
these  four  newspapers 

.Mr.  Elson :  In  view  of  that,  I  will  mthdraw  my 
objection  to  the  newspaper  articles  for  the  purpose 
stated  by  Mr.  Neukom. 

Mr.  Neukom:     Very  well. 

The  Clerk:  Those  are  Government's  Exhibits 
21,  22,  23,  and  24  in  evidence.  [531] 

*  *     * 

Q.  (By  Mr.  Danielson) :  Mr.  Clemens,  yester- 
day I  asked  you,  at  page  477  of  the  transcript,  ^'Q. 
Have  you  ever  been  convicted  of  a  felony,  Mr. 
Clemens'?  "A.     No,  sir. 

''Q.     Never!  A.     No,   sir." 

Now,  Mr.  Clemens,  it  is  possible  that  there  is  a 
mistake  here  but  are  you  not  the  M.  A.  Clemens 
who  appeared  before  Judge  Leon  Yankwich  of  the 
United  States  District  Court  here  in  Los  Angeles, 
on  April  12,  1937?  A.     That  is  correct. 
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Q.  And  what  was  the  nature  of  that  charge? 
Was  it  not  the  selling  of  a  compound  containing  a 
derivative  of  opium,  to  wit,  morphine,  in  a  prepara- 
tion known  as  Pine  Cherry  and  Gruaiacol  Com- 
pound  

A.     That  is  a  cold  remedy. 

Q.     in  violation  of  Title  26,  Section  1044,  of 

the  United  States  Code?  [532] 

A.     That  is  right. 

Q.  And  the  result  of  that  was  a  conviction,  was  it 
not? 

A.  It  was  a  fine  on  a  misdemeanor  charge.  We 
discussed  it  with  the  Judge. 

Mr.  Danielson:  The  section  of  the  code,  1044-A, 
I  believe  the  court  will  take  judicial  notice  of,  is  a 
felony. 

The  Witness:  It  w^as  reduced.  We  talked  that 
over  with  the  Judge.  There  were  maybe  two  or  three 
hundred  druggists  up  there  at  one  time.  There  was 
some  technicality  of  whether  the  syrup  could  be 
sold  or  not.  Thrifty,  Sontag  and  several  others,  all 
of  them,  were  convicted  and  the  Judge  ruled  it  was 
a  misdemeanor  and  find  us  $200. 

Mr.  Danielson:  Very  well.  As  I  mentioned,  on 
that  there  could  possibly  be  a  mistake. 

No  other  questions.  [533] 

*     *     * 

Mr.   Elson:     I  have  no  other  questions  of  Mr. 
Clemens. 
The  Court :     May  I  ask  you,  did  you  acquire  these 
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drugs  in  question  by  direct  purchase  from  the  manu- 
facturers and  shipment  from  them  directed  to  you 
or  did  you  purchase  them  through  some  sales  agency, 
from  a  supply  kept  by  such  agent  or  agents  here  ? 

The  Witness:  We  purchased  them  direct  from 
the  manufacturer.  Some  of  the  time  the  manufac- 
turer would  ship  them  out  to  their  agents  and  they, 
in  turn,  would  deliver  them  to  us  but  always  we  paid 
directly  to  the  manufacturer. 

The  Court:  And  you  ordered  them  directly  from 
the  manufacturer? 

The  Witness:     Yes,  sir. 

The  Court:  Did  each  of  these  three  concerns 
from  whom  you  bought  these  goods  have  local  sales 
agencies  ? 

The  Witness:     Yes,  sir;  and  daily  contact.  [534] 

*  *     * 

Mr.  Elson:     Dr.  Fakehany,  please. 

GEORGE  E.  FAKEHANY,  M.D. 
called  as  a  witness  for  the  defendants,  being  first 
duly  sworn,  testified  as  follows : 

The  Clerk :     Your  full  name,  Doctor  ? 

The    Witness:     George    E.    Fakehany    (spelling 

same),  M.D.  [535] 

*  *     * 

Direct  Examination 
By  Mr.  Elson: 

Q.  Dr.  Fakehany,  you  hold  a  degree  of  Doctor 
of  Medicine,  do  you?  A.     I  do. 
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Q.     Where  did  you  attend  school? 

A.     Loyola  University,  Chicago. 

Q.     Did  you  graduate  from  there  ? 

A.     I  did. 

Q.     In  what  year?  A.     1937. 

Q.  Did  you  receive  any  honorary  degree  with 
your  M.D.  degTee  ?  A.     I  graduated  cum  laude. 

Q.     In  medicine?  A.     Yes,  sir. 

Q.     Did  you  intern  at  any  hospital? 

A.     I  did. 

Q.     Where? 

A.     Los  Angeles  General  Hospital. 

Q.     For  how  long  ? 

A.     A  two-year  period. 

Q.  Were  you  a  resident  physician  at  any  hospital 
for  any  period  of  time?  A.     I  was. 

Q.     What  hospital  was  that?  [536] 

A.     The  Good  Samaritan  Hospital. 

Q.     Here  in  Los  Angeles  ?  A.     Yes,  sir. 

Q.     In  what  year?  A.     In  1939. 

Q.  And  you  took  the  State  Board  in  California 
in  what  year?  A.     1938. 

Q.     And  passed  it  at  that  time?  A.     I  did. 

Q.  Are  j^ou  admitted  to  practice  medicine  in 
any  other  State  than  California?  A.     I  am. 

Q.     What  State?  A.     Ohio. 

Q.  Are  you  a  member  of  any  medical  associa- 
tions ? 

A.  I  am  a  member  of  the  Los  Angeles  County 
Medical  Association  and  the  Hollywood  Academy 
of  Medicine. 
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Q.     Are  you  engaged  in  general  practice'? 

A.     I  am. 

Q.  In  your  practice,  are  you  a  medical  consultant 
or  examiner  for  any  large  companies? 

A.     I  am. 

Q.     Will  you  state  for  what  companies? 

A.  I  am  the  medical  examiner  for  Technicolor 
Motion  [537]  Picture  Corporation,  a  large  Holly- 
wood manufacturing  concern,  and  Samuel  Goldwyn 
Studios  and  RCA. 

Q.     That  is  the  Radio  Corporation  of  America? 

A.     Of  America.  I  think  those  are  the  largest. 

Q.  In  this  case  there  has  been  charged  that 
methyl  testosterone  in  tablet  form,  among  other 
things,  25  milligrams  to  be  taken  one  to  two  tablets 
daily,  is  dangerous  in  that  that  product  of  that  dos- 
age may  accelerate  the  growth  of  an  incipient  car- 
cinoma of  the  prostate  and  may  cause  sterility.  Now, 
keeping  that  in  mind,  in  your  opinion,  would  it  be 
possible  for  you  to  diagnose  or  discover  an  incipi- 
ent carcinoma  of  the  prostate? 

A.  Incipient  carcinoma  of  the  prostate  gland 
represents  the  very  beginning  of  a  prostatic  car- 
cinoma, and  it  is  most  difficult  at  this  time  to  diag- 
nose carcinoma  of  the  prostate  gland. 

Q.  About  how  large  would  the  carcinoma  of  the 
prostate  have  to  be  before  3^ou  would  be  able  to 
feel  it  by  palpation? 

A.  It  would  have  to  be  at  least  the  size  of  a  grape 
or  acorn. 

Q.     Why  is  that? 
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A.  If  it  was  any  smaller,  it  would  be  lost  in  the 
substances  of  the  prostate  gland.  In  the  very  be- 
ginning, it  is  impossible  to  differentiate  the  cells 
from  the  normal  prostatic  tissue.  [538] 

Q.  Is  the  prostate  gland  surrounded  by  a  cover- 
ing of  any  kind  ? 

A.     It  has  a  thick  capsule. 

Q.  Does  that  have  any  effect  on  your  ability  to 
feel  it  by  palpation? 

A.  In  examination  of  the  prostate  gland,  par- 
ticularly through  the  rectum,  it  must  necessarily  be 
made  through  the  thick  capsule  surrounding  the 
prostate  gland  and  you  try  to  determine  what  is 
within  the  capsule. 

Q.  Have  you  in  your  practice  ever  used  a  blood 
or  a  urine  test  to  detect  an  incipient  cancer  % 

A.     I  never  have. 

Q.  Do  you  know  of  any  practitioners  in  general 
practice  who  do  that? 

A.  Ordinarily,  doctors  in  general  practice  do  not 
use  this  type  of  examination. 

Q.  What  examinations  are  there,  besides  palpa- 
tion, with  which  you  are  familiar,  and  that  are 
commonly  used  by  doctors  in  this  locality  in  detect- 
ing an  incipient  carcinoma  of  the  prostate,  other 
than  by  palpation  ? 

A.     There  are  none  that  I  know  of. 

Q.  Have  you  read  the  literature  from  time  to 
time  concerning  the  relationship  of  the  use  of  testos- 
terone to  prostatic  cancer?  A.     I  have.  [539] 
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Q.  And  what  has  that  literature,  in  general, 
consisted  of? 

A.  The  literature  suggests  that  methyl  testos- 
terone aggravates  or  might  possibly  aggravate  a 
carcinoma  of  the  prostate  gland. 

Q.  Is  the  literature  uniform  in  that  suggestion 
or  what'? 

A.  It  certainly  is  not  uniform.  It  is  merely  sug- 
gestive and  suggests  that  you  use  caution  because  of 
the  possibility  of  carcinoma  of  the  prostate.  How- 
ever, there  is  much  confusion  in  the  literature  on 

that  subject.  [540] 

*     *     * 

Q.  Doctor,  have  you  ever  encountered  in  jour 
practice  a  cancer  of  the  prostate?  A.     I  have. 

Q.  In  your  practice,  approximately  how  many 
do  you  encounter  per  year,  we  will  say? 

A.  Well,  I  would  say,  on  an  average,  about  one 
every  two  years. 

Q.  And  3^ou  have  encoimtered  that  by  rectal 
examination  ? 

A.  Well,  I  picked  up  some  by  rectal  examination 
but  very  frequently  by  X-ray. 

Q.     In  a  physical  examination? 

A.     A  general  physical  examination. 

Q.  Is  it  possible  for  you  to  find  a  cancer  of  the 
prostate  ? 

A.     It  is  if  it  is  far  enough  advanced. 

Q.  In  your  practice,  approximately  how  many 
physical  examinations  of  men  do  you  estimate  that 
vou  have  given? 
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A.  Well,  during  the  war,  I  gave  thousands  of 
physical  examinations.  All  the  large  manufactur- 
ing plants  in  Hollywood  insisted  on  physical  exami- 
nations. I  was  the  doctor  that  gave  them  for  the 
Hughes  Aircraft  Corporation  and  we  did  on  an 
average  of  20  to  25  physical  examinations  a  day 
for  them. 

Q.  With  all  of  those  examinations,  did  you  find 
cancer  [541]  of  the  prostate  frequently  or  infre- 
quently? A.     It  is  very  infrequently  found. 

*     *     * 

Q.  (By  Mr.  Elson)  :  Before  I  get  to  that,  I 
want  to  lay  some  more  foundation.  Have  you  pre- 
scribed in  your  practice  testosterone  for  people  ? 

A.     I  have. 

Q.  How  frequently  would  you  say  on  an  average 
do  3^ou  prescribe  if? 

A.     I  would  say  on  an  average  of  once  a  day. 

Q.  In  your  practice,  have  you  ever  encountered 
any  what  you  considered  adverse  results  as  the  re- 
sult of  testosterone  administration  % 

A.     I  never  have. 

Q.  Now,  on  the  basis  of  what  you  have  read  and 
your  experience,  do  you  have  an  opinion  as  to 
whether  testosterone  will  accelerate  the  growth  of  an 
incipient  carcinoma  of  the  prostate  ? 

A.  I  really  have  no  opinion  in  that  respect.  I 
know  that  there  are  many  doctors  that  think  that  it 
might.  Much  of  the  literature  suggests  that  it  might 
and  there  are  many  [542]  doctors  that,  frankly, 
don't  know,  and  I  think  I  am  one  of  them. 


746  United  States  of  America  vs. 

(Testimony  of  George  E.  Fakehany,  M.D.) 

Q.  But  you  have  never  encountered  any  adverse 
results  from  administering  testosterone  once  a  day 
during  your  practice'? 

A.     I  have  never  had  a  bad  result  from  it. 

Q.  As  to  the  subject  of  sterility,  have  you  read 
in  the  literature  anything  about  the  subject  of 
sterility  in  relation  to  the  administration  of  testos- 
terone? A.     I  have. 

Q.  Based  upon  your  experience  in  the  adminis- 
tration of  it  and  what  you  have  read,  do  you  have 
an  opinion  as  to  whether  or  not  the  administration 
of  testosterone  will  cause  sterility? 

A.  I  might  state  that  the  administration  of  testos- 
erone  will  lower  the  sperm  count  and  for  that  reason 
we  don't  like  to  give  the  testosterone  over  a  long 
period  of  time  to  one  individual.  In  other  words, 
we  give  it  for  possibly  two  or  three  months  and  then 
leave  them  rest  a  while,  due  to  the  fact  it  does  lower 
the  sperm  count.  But  as  far  as  actually  producing 
sterility,  I  doubt  that  it  does. 

Q.  In  your  opinion,  do  you  consider  that  testos- 
terone is  a  dangerous  drug,  based  upon  your  ex- 
perience ? 

A.  I  have  had  no  danger  with  it  at  all.  I  have 
experienced  none.  [544] 

Q.  The  usual  age  of  the  man  to  whom  you  ad- 
minister testosterone  is  about  what? 

A.     Between  50  and  65. 

Q.  Do  you  consider  that  the  factor  of  sterility 
or  fertility  with  a  man  of  that  age,  who  would  other- 
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wise,  in  your  opinion,  require  testosterone,  would 

be  a  factor?  A.     I  don't  think  so. 

Q.  In  the  information  here  it  is  alleged — or  I 
am  going  to  ask  you  this.  Assuming  that  a  man  was 
suffering  from  a  male  sex  hormone  deficiency,  in 
your  opinion,  would  25  milligrams  of  testosterone 
or  50  per  day,  methyl  testosterone,  stimulate  the 
growth — assuming  that  he  has  a  male  sex  hormone 
deficiency,  would  it  stimulate  the  growth  and  de- 
velopment of  the  sex  organs? 

A.     I  don't  think  that  it  would. 

Q.  If  a  man  was  a  hypogonad,  do  you  think 
testosterone  would  stimulate  his  sex  organs? 

A.     It  might  in  that  case. 

Q.  And  a  hypogonad  is  a  person  suffering  from  a 
hormone  deficiency?  A.     That  is  correct. 

Q.  If  a  person  is  suffering  from  a  male  sex 
hormone  deficiency,  would  the  administration  of 
testosterone  stimulate  the  growth  and  development 
of  the  male  characteristics,  such  as  the  distribution 
of  hair,  muscular  development  and  depth  of  [545] 
voice?  A.     I  think  it  would. 

Q.  That  is,  with  the  average  individual,  or  are 
you  distinguishing  a  hypogonad  from  the  average 
individual  ? 

A.  I  presumed  you  were  referring  to  a  normal 
individual. 

Q.  Let's  speak  about  a  hypogonad  for  a  moment. 
Let's  say  there  is  no  distribution  or  a  very  incom- 
plete distribution  of  hair,  very  incomplete  muscular 
development,  a  lack  of  depth  of  voice.  Do  you  think 
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testosterone  would  stimulate  the  growth  of  those 
particular  elements  I  have  named? 

A.     It  might  in  an  individual 

Q.  Let's  take  an  individual  who  has  a  normal 
distribution  of  hair  on  his  body.  If  he  takes  testos- 
terone, it  wouldn't  make  hair  grow  all  over  him, 
would  it?  A.     Certainly  not.  [546] 

*     *     * 

Q.  (By  Mr.  Elson)  :  What  do  you  give  testos- 
terone for? 

A.  Testosterone  is  commonly  given  to  a  patient 
that  is  of  the  age  of  any^^here  from  45  to  70,  that 
complains  of  these  following  s^Tnptoms,  or  a  com- 
bination of  them:  Unusual  weakness,  loss  of  mem- 
ory, inability  to  concentrate,  nervousness,  general 
fatigue.  He  may  have  any  combination  of  these 
sjrmptoms.  Particularlj^  is  it  given  when  there  is 
no  evidence  of  any  other  pathology,  for  instance, 
when  there  is  nothing  else  you  can  point  the  symp- 
toms to.  We  presume  that  the  individual  is  suffer- 
ing from  male  hormone  deficiency  or  going  through 
the  change  of  life. 

Q.  In  your  practice,  when  a  person  complains 
of  those  symptoms,  what  do  you  usually  do? 

A.  Well,  I  usually  talk  with  him  for  a  few 
moments  to  try  to  determine  if  there  is  anything 
else  that  bothers  him,  for  instance,  if  the  patient 
has  a  bad  heart  or  had  had  any  type  of  examination 
or  medical  care  in  the  past.  And,  if  I  can  readily 
determine  that  the  patient  doesn't  have  any  organic 
pathology,  I  will  prescribe  or  inject  male  hormones. 
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Q.  And  do  you  give  it  a  try  for  a  certain  period 
of  time  ?  A.     I  do. 

Q.  Over  what  period  of  time  do  you  consider  it  to 
be  effective  for  things  like  that? 

A.  I  usually  prescribe  about  a  month's  supply 
and,  if  [547]  the  patient  is  going  to  get  any  benefit 
from  it  at  all,  he  should  come  in  within  that  month. 

Q.  With  the  great  number  of  people  for  whom 
you  have  prescribed  testosterone  as  you  have  stated, 
have  you  foimd  many  of  them  have  been  relieved 
of  those  symptoms  ? 

A.     Many  of  them  and  some  of  them  have  not. 

Q.  And,  when  they  have  not  been  relieved,  what 
do  you  conclude? 

A.  I  conclude  that  the  hormones  were  ineffective 
in  their  particular  case. 

Q.  In  other  words,  that  they  were  not  suffering 
from  hormone  deficiency  ?  A.     Apparently  not. 

Q.  In  the  practice  of  medicine,  is  that  an  unusual 
procedure?  A.     I  think  it  is  quite  usual. 

Q.  Is  it  usual,  when  a  person  complains  of  cer- 
tain symptoms,  for  a  doctor  to  conclude  that  maybe 
a  certain  course  of  treatment  will  be  beneficial  and 
try  it  and  see  whether  or  not  it  works  ? 

A.     It  is  common  practice. 

Q.  In  other  words,  it  is,  to  a  large  extent,  a 
method  of  trial  and  error,  is  it  not  ? 

A.     That  is  correct.  [548] 

Q.  (By  Mr.  Elson)  :  Now,  for  the  purpose  of 
determining  the  efficacy  of  testosterone,  testosterone 
or  let  us  include  estrogens  as  well,  as  to  their  harm- 
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ful  effect,  if  any,  in  your  opinion,  would  a  large 
number  of  tests  have  to  be  conducted  before  it 
could  be  considered  as  proof  that  harm  was  to  result 
from  the  taking  of  it,  or  just  a  few  tests,  would 
they  suffice"?  A.     I  take  no  tests  at  all. 

Q.  No,  no,  no.  I  understand  that,  but  I  mean 
from  an  experimental  standpoint,  we  will  say  the 
university.  A.     Oh,  I  see. 

Q.  (Continuing) :  Or  the  experimental  hos- 
pitals, that  is  what  I  have  reference  to. 

A.  Naturally,  the  more  tests  that  can  be  per- 
formed to  determine  whether  or  not  a  drug  is  dan- 
gerous, the  more  the  better. 

Q.  Would  you  consider  that  two  or  three  or  four 
tests  over  a  period — wait  a  minute — that  two  or 
three  or  four  instances  in  which  deleterious  results 
to  the  patient  follow  the  administration  of  a  certain 
drug  would  be  proof  that  that  drug  would  in  in- 
dividuals cause  damage? 

A.  You  mean  two  or  three  or  four  instances  in  a 
country 

Q.     Over  15  years. 

A.     in  a  country  of  the  size  of  the  United 

States?  [549] 

Q.     Yes.  A.     I  would  say  certainly  not. 

Q.  In  other  words,  that  could  be  as  effective 
with  almost  any  drug,  could  it  not? 

A.     I  think  so,  certainly. 

Q.  Isn't  that  true  with  simple  home  remedies 
such  as,  well,  let  us  take  aspirin? 
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A.  That  might  be  true  of  anything,  it  might  be 
true  of  common  table  salt. 

Q.  Now,  then,  in  his  testimony,  Dr.  Huggins  the 
other  day  (pages  286  and  287)  stated  as  follows: 

' '  Occasionally  we  are  forced  to  do  things  to  human 
beings,  in  a  few  cases  to  make  a  few  observations 
that  are  not  strictly  in  the  patient's  best  interests. 
We  do  nothing  that  will  do  permanent  harm  or  at 
least  we  attempt  to,  in  medical  investigation,  but  w^e 
found  that  the  removal  of  the  gonads  would  cause, 
in  a  very  spectacular  way,  widespread  cancer  of  the 
prostate  to  shrivel  ui3,  to  shrink  and  to  disappear. 

"Then,  we  had  to  try  the  converse  and  we  gave 
testosterone  to  patients  with  mild  cancer  of  the  pros- 
tate and  when  that  was  done,  either  10  milligrams 
of  methyl  testosterone  a  day  given  by  mouth  or  5 
to  10  milligrams  to  25  milligrams  of  testosterone 
injected,  then  the  patient  became  very  ill  indeed, 
and  had  to  take  to  his  bed." 

Now,  in  your  practice,  is  it  your  practice  to  ex- 
periment [550]  with  your  patients  in  such  fashion? 

A.     We  do  not  experiment  with  patients.   That  is 

done  in  laboratories. 

*     *     * 

Q.  (By  Mr.  Elson)  :  Doctor,  what  do  you  strive 
for  in  the  treatment  of  the  ailments  of  your  patients 
or  their  conditions  ?  [551] 

A.  Well,  we  try  to  get  them  well,  or  at  least  im- 
prove their  condition. 

Q.  Now,  another  thing  that  Dr.  Huggins  stated — 
and  you  went  to  school  in  Chicago,  although  not  the 
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University  of  Chicago — at  page  294, 1  believe  it  was 
Dr.  Huggins  who  was  stating  that — oh,  I  think  I 
will  let  that  go.  It  is  not  important  enough  anyway. 

Now,  on  the  subject  of  impotence,  you  find  im- 
l^otence  in  persons  on  occasions  to  be  psychogenic 
in  origin?  A.     I  do.  I  certainly  do. 

Q.  Do  you  find  impotence  on  other  occasions  to 
be  of  some  origin  other  than  psychogenic? 

A.     Yes,  sir. 

Q.  Have  you  prescribed  testosterone  for  patients 
who  complained  of  impotence  ?  A.     I  have. 

Q.  And  have  you  encountered  any  good  results 
or  adverse  results  on  that  subject,  afterward? 

A.     I  have  had  occasion  of  good  results. 

Q.  The  other  day,  one  of  these  doctors.  Dr. 
Heckel,  stated,  in  answer  to  a  question  by  the  court, 
page  173,  as  follows :  The  court  asked  this  question : 

' '  The  next  thing  I  want  to  know,  then,  is  assuming 
that  they  have  the  normal  amount,"  that  is  an  in- 
dividual with  a  normal  sperm  count,  "what,  if  you 
know,  would  be  the  effect  [552]  on  them  as  to  an 
increased  stimulation?"  That  is  by  the  administra- 
tion of  testosterone,  and  the  answer  was  this : 

"It  would  do  two  things.  First,  it  would  destroy 
the  seminiferous  tubules  of  the  testes  and,  2,  it 
would  aggravate  the  growth  and  dissemination  of 
prostatic  cancer." 

Do  you  agree  with  that  statement  or  do  you 
disagree  with  it,  at  least  as  to  the  destruction  of  the 
seminiferous  tubules?  You  have  testified  as  to  the 
other. 
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A.  It  very  rarely  has  been  mentioned  to  do  that ; 
and  frankly,  I  don't  know  whether  or  not  it  does. 
I  don't  think  anyone  knows  whether  it  destroys  the 
seminiferous  tubules.  I  don't  know  how  they  could 
prove  it. 

Q.     Why  do  you  say  that? 

A.  I  don't  know  how  in  the  world  the  individual 
could  prove  it,  particularly  when  you  are  dealing 
with  human  beings. 

Q.  Now,  then,  on  page  176,  this  doctor  also  w^as 
asked,  ' '  How  is  male  hormone  deficiency  in  any  per- 
son determined*?"  And  he  answered  this:  "Deter- 
mined by,  first,  a  careful  history,  No.  2,  careful 
physical  examination  and  No.  3,  there  are  some 
laboratory  tests  that  will  aid  in  diagnosis,  such  as 
the  estimation  of  17  ketosteroids  in  the  urine." 

Is  it  your  practice  when  a  person  complains  of  the 
symptoms  such  as  we  have  described,  for  you  to  sub- 
mit the  person  to  such  test,  to  determine  whether 
he  has  a  hormone  deficiency,  before  prescribing 
testosterone?  [553] 

A.     I  submit  them  to  no  tests. 

Q.  Did  you  ever  hear  of  an  instance  of  any 
doctor  m  this  locality  who  does  submit  them  to  such 
tests  as  that? 

A.  Well,  there  are  very  few  that  do,  if  any. 
None  that  I  know  of. 

Q.  Now,  then,  Dr.  Heckel  stated,  page  182,  in 
speaking  of  prostatic  cancer,  "In  the  majority  of 
men,  the  diagnosis  in  the  majority  of  instances  is 
bv  rectal  examination. 
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"Q.     Can  it  be  detected  in  early  stages? 

"A.  Yes.  But,  in  early  stages,  early  prostatic 
cancer,  it  may  be  necessary  to  supplement  the  rectal 
examination  with  a  biopsy." 

Mr.  Danielson:     Excuse  me.   What  page  is  that"? 

Mr.  Elson:  182.  Q.  (Continuing):  Now,  in 
your  practice,  in  determining  whether  a  man  has  a 
male  hormone  deficiency,  to  enable  you  to  decide 
whether  to  prescribe  testosterone,  have  you  ever 
performed  a  biopsy  on  his  testicles? 

A.     I  never  have. 

Q.  Have  you  ever  heard  of  any  doctor,  in  every- 
day X3ractice,  who  has  done  such  a  thing? 

A.     I  have  not. 

Mr.  Danielson:  Just  a  moment.  I  believe  that 
is  an  error,  on  page  182.  It  is  not  a  biopsy  on  the 
testicles.  It  is  a  biopsy  on  the  prostate,  rather  than 
on  the  testicles. 

Mr.  Elson:     Well,  all  right.  [554] 

Q.     Biopsy  on  the  prostate,  have  you? 

A.     I  have  never  done  one. 

Q.  Have  you  ever  heard  of  other  practitioners 
at  least  in  this  locality  performing  such  an  operation 
for  the  purpose  of  determining  whether  there  was 
a  prostatic  cancer? 

A.  Yes,  biopsy  of  the  prostate  gland.  If  a  doctor 
suspects  that  a  patient  has  or  might  have  a  prostatic 
cancer,  carcinoma  of  the  prostate  gland,  he  may  do 
a  biopsy. 

Q.     But,  is  it  common  practice  to  do  a  biopsy 
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when  one  has  not  been  able  to  find  it  by  a  rectal 

examination?  A.     No,  certainly  not. 

Q.  How  would  you  go  about,  then,  to  perform 
a  biopsy  of  the  prostate  ? 

A.  Well,  biopsy  on  the  prostate  gland  is  com- 
monly done  by  inserting  an  instrument  through  the 
penis  and  cutting  a  piece  of  the  prostate  gland. 

Q.     And  then  subjected  to  test? 

A.     It  is  a  laboratory  test,  by  a  pathologist. 

Q.  In  medical  practice,  as  you  have  found  it, 
are  you  able  to  say  whether  a  large  percentage  of 
medical  work  is  specific  for  certain  conditions,  or 
whether  it  is  based  on  hypothesis,  conjecture  and 
hopes  % 

A.  Well,  some  of  our  work  is  specific  and  exact- 
ing, but  a  large  part  of  it  is  based  on  trial  and  error. 

Q.  Would  you  be  able  to  form  an  estimate  as 
to  approximately  [555]  what  percentage  would  be 
based  on  trial  and  error? 

A.     Well,  I  would  say  half  of  it. 

Q.  Now,  then,  another  witness.  Dr.  Glass,  stated 
here  that  in  his  opinion 

Mr.  Danielson:     What  page? 

Mr.  Elson:  Well,  I  don't  know.  I  haven't  any 
recollection  as  to  any  particular  page,  but  he  stated 
that  in  substance,  that  estrogen  was  an  absolute 
prerequisite  to  the  growth  of  a  breast  cancer.  Do 
you  agree  with  that  opinion?  A.     I  do  not. 

*  *  4t 

Q.  (By  Mr.  Elson)  :  Why  don't  you  agree  with 
that  opinion  ? 
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A.  Well,  the  reason  I  don't  agree  with  him  is 
that  he  has  never  been  able  to  prove  it,  nor  has  any 
doctor  been  able  to  prove  it.  I  would  like  to  see  it, 
if  they  can  prove  it,  but  it  is  merely  a  hypothesis 
so  far  as  I  am  concerned,  it  is  merely  his  opinion. 

Q.  In  your  opinion,  would  a  dosage  of  5  milli- 
grams a  day  of  alpha  estradiol  be  dangerous  in  ec- 
celerating  the  growth  of  a  breast  cancer,  cervix  or 
uterus'?  [556] 

A.  No.  Frankl}^,  not  my  opinion,  but  I  know 
that  some  doctors  think  that  it  might. 

Q.  Have  you  ever  administered  alpha  estradiol 
or  estrogen?  A.     I  have. 

Q.  Have  you  ever  encountered  any  adverse  re- 
sults from  the  administration  of  them? 

A.     I  have  never. 

Q.  Have  you  ever  administered  dosages  of  that 
size  or  larger? 

A.     That  size  and  larger. 

Q.  What  is  your  common  practice  as  to  dosages 
larger  or  of  that  size? 

A.    Well,  that  is  an  accepted  dosage. 

Q.  In  cases  with  .1  milligram  of  alpha  estradiol 
to  be  taken  three  per  da}'-,  for  10  days  and  there- 
after one  per  day,  in  your  opinion,  would  that  dos- 
age be  dangerous  in  accelerating  the  growth  of  a 
breast  cancer,  servix  or  uterus,  that  is  .1  milligram? 

A.     .1? 

Mr.  Danielson:  Will  you  repeat  the  dosage 
again,  Mr.  Elson  ? 

Q.  (By  Mr.  Elson) :  Three,  which  would  be 
3  tenths  per  day. 
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The  Witness :     3  tenths  1 

Q.  (By  Mr.  Elson,  Continuing)  :  For  a  period 
of  10  days  [557]  and  thereafter  1  tenth  per  day. 

A.  Well,  frankly  I  would  use  it,  regardless.  I 
know  this,  that  the  literature  warns  that  it  might 
do  those  things,  but  inasmuch  as  they  have  never 
been  able  to  show  anything  concrete  in  this  respect, 
I  continue  to  use  it  until  they  can  prove  that  it  does 
or  until  my  experience  shows  me  that  it  does. 

Q.     1  tenth  of  a  milligram  is  very  small,  is  it  not  ? 

A.  You  mean  1  tenth  of  a  milligram  of  alpha 
estradiol? 

Q.     Yes.  A.     It  is. 

Q.  Do  you  have  any  opinion  as  to  whether  or 
not  1  tenth  of  a  milligram  taken  three  times  a  day, 
as  I  have  just  mentioned,  and  then  one  per  day  after 
10  days,  is  enough  to  be  effective  or  ineffective "? 

A.     Well,  I  think  that  should  help  a  patient. 

Q.  Well,  in  regard  to  these  dosules  that  are  used 
for  breast  development,  I  show  you  here  Govern- 
ment's Exhibit  3  which  pertains  to  Count  3  and 
it  is  a  photostatic  copy  of  the  label  on  the  dosules 
that  are  involved  here.  I  wonder  if  you  would  read 
that? 

Mr.  Sturzenacker :  Here  is  the  original.  He  can 
read  it  a  little  better. 

The  Witness :     This  is  the  original. 

Mr.  Neukom:     What  exhibit?  [558] 

Mr.  Struzenacker :     No.  3. 

Q.  (By  Mr.  Elson)  :  Have  you  ever  used  such 
a  product?  A.     I  have. 
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Q.     With   what  result? 

A.     Well,  frankly,  ambiguous  results. 

Q.  You  mean  it  works  in  some  cases  and  doesn't 
in  others? 

A.  Well,  I  would  say  that  an  occasional  patient 
thought  that  they  experienced  a  response  from  it, 
but  I  have  had  many  unsatisfactory  results  from  it. 

Q.     What  do  you  mean,  unsatisfactory? 

A.     Well,  it  just  didn't  seem  to  do  anything. 

Q.     Is  that  unusual  with  almost  anything? 

A.  Well,  naturally,  a  lot  of  drugs  will  produce 
some  favorable  results — or  no  results,  I  will  put 
it  that  way. 

Q.  And  the  same  would  be  true  with  testosterone 
if  a  i^erson  was  not  suifering  from  a  hormone  de- 
ficiency? A.     That  is  correct. 

Q.  By  the  way,  have  you  ever  taken  any  testos- 
terone yourself?  A.     I  have. 

Q.  For  how  long,  or  when  do  you  take  it,  put 
it  that  way? 

A.  Well,  practically  whenever — once  in  a  while 
the  drug  houses  send  us  what  we  call  their  physi- 
cians' samples,  [559]  to  try  ourselves,  you  know, 
and  I  usually  consume  those  myself  and  on  occa- 
sions I  give  them  to  patients. 

Q.  Did  you  take  them  for  any  particular  pur- 
pose? 

A.  Well,  we  take  them  naturally  because  we 
think  that  they  will  stimulate  us  and  make  us  feel 
better,  possibly  stimulate  your  libido. 
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Q.  Have  you  noticed  that  they  had  any  such 
effect?  A.     Well,  I  thought  they  did. 

Q.  Now,  then,  Doctor,  in  connection  with  this 
.1  of  a  milligram  of  alpha  estradiol,  the  complaint 
alleges  that  it  may  cause  uterine  bleeding  and,  by 
the  way,  did  you  ever  encounter  any  adverse  results 
from  taking  testosterone?  A.     I  never  did. 

Q.  (By  Mr.  Elson)  :  Now,  Dr.  MacDonald  tes- 
tified, at  page  129,  around  in  there,  and  the  sub- 
stance of  his  testimony  was  this,  that  the  taking 
of  that  quantity  of  alpha  estradiol  might  cause  bleed- 
ing, uterine  bleeding,  and  that  the  danger  of  it 
would  be  that  he  would  be  unable  to  know  whether 
the  bleeding  was  as  a  result  of  a  malignancy  or 
something  else.  Now,  would  you  consider  that  if  a 
woman  took  alpha  estradiol  and  encountered  uter- 
ine bleeding,  that  that  would  be  a  dangerous  thing 
to  her?  A.     It  is  a  warning  sign. 

Q.  Yes,  but  let  me  put  it  this  way:  Is  it  un- 
usual for  a  woman  who  is  suffering  from  a  malig- 
nancy to  bleed?  [560]  A.     It  is  quite  usual. 

Q.  That  is,  as  a  matter  of  fact,  one  of  the  things 
that  you  look  for,  isn  't  it  ?  A.     That  is  correct. 

Q.  Would  it  be  fair  to  say,  then,  Doctor,  if  a 
woman  bled  and  came  to  you,  regardless  of  the 
cause  of  her  bleeding,  that  she  had  been  endan- 
gered or  helped  in  the  sense  of  enabling  the  doctor 
to  discover  some  malignancy  or  something  wrong 
with  her? 

A.     I  don't  understand  your  question. 
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Q.  Here  is  a  woman  who  has  taken  alpha  estra- 
diol.    She  commences  to  bleed. 

A.  How  old  is  the  patient?  Is  she  past  the 
menopause  ? 

Mr.  Elson :  No.  Any  patient.  She  comes  to  the 
doctor  and  complains,  says  that  she  is  bleeding,  the 
doctor  asks  her  what  she  has  been  taking  and  she 
says  alpha  estradiol,  .1  of  a  milligram.  Do  you 
think  that  the  mere  fact  that  that  estradiol  might 
have  caused  uterine  bleeding  was  dangerous  to  that 
woman's  health?  A.     No,  I  do  not. 

Q.     Why? 

A.  Well,  naturally,  if  a  w^oman  is  bleeding,  you 
are  going  to  stop  the  use  of  the  drug,  but  we  know 
this,  that  many  times,  when  you  do  start  the  use 
of  estrogen  on  patients,  they  will  bleed,  and  we 
always  discontinue  the  use  of  it  in  [561]  those  par- 
ticular cases,  because  this  bleeding  very  often  sig- 
nifies that  they  already  have  a  carcinoma  of  the 
uterus.  Many  times  they  will  bleed  and  they  do 
not  have  a  carcinoma  of  the  uterus,  but,  due  to  the 
fact  that  sometimes  they  do  bleed  when  you  use  the 
female  hormones,  you  always  discontinue  the  use 
of  it. 

Q.  But  the  fact  that  they  do  bleed,  in  your  opin- 
ion, is  not  a  dangerous  thing  to  their  health? 

A.  No.  Certainly  not.  If  they  do  bleed,  we 
usually  do  a  curettement  to  determine  if  there  is 
a  cancer  there. 

Q.     Doctor,  you  mentioned  in  the  earlj^  pai-t  of 
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your   testimony,    I    think,    about    the    male    going 

through  change  of  life. 

A.     That  is  correct. 

Q.  Is  that  more  ordinarily  known  as  the  male 
climacteric  % 

A.  Well,  that  is  a  question  of  much  discussion 
in  literature.  The  female  we  definitely  know  has 
a  menopause.  They  definitely  go  through  a  change 
of  life  and  the  symptoms  there  are  very  pronounced 
in  most  cases,  and  they  occur  at  a  certain  age,  and 
the  symptoms  are  more  or  less  uniform.  However, 
in  the  male,  no  such  condition  exists.  It  doesn't 
come  at  a  certain  age.  The  symptoms  might  vary, 
and  for  this  reason,  some  of  the  literature  suggests 
that  the  male  does  not  have  a  climacteric;  others 
suggest  that  they  do  have  and  it  is  between  [562] 
the  ages  of  50  and  60  and  the  symptoms  are  so 
and  so,  and  such  and  such.  But,  for  the  most  part, 
the  literature  suggests  that  the  male  does  go 
through  a  change  of  life. 

Q.  A.nd  have  you  found  that  men  in  those  dec- 
ades such  as  you  mention,  who  complained  of  these 
symptoms,  were  benefited  by  the  administration  of 
testosterone  % 

A.     Not  all  of  them.     Many  of  them  were. 

Q.  But  many  of  them  were  and  some  of  them 
weren't?  A.     That  is  true. 

Q.  But  would  you  conclude  from  those  that  were 
not,  that  they  were  not  suffering  from  a  hormone 
deficiency?  A.     That  is  correct. 
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Q.     In  other  words,  they  were  not  going  through 

change  of  life  or  a  climacteric? 
A.    At  least  their  symptoms  were  not  from  that. 
Mr.  Elson:     Cross-examine. 

Cross-Examination 
By  Mr.  Danielson: 

Q.  Doctor,  let  us  assume  from  the  beginning 
that  in  the  treatment  of  your  patients,  you  do  try 
to  benefit  them.  A.     I  certainly  do. 

Mr.  Danielson:  So  we  can  dispose  of  that  point 
right  now. 

Mr.  Elson:     I  did  not  get  your  question. 

Mr.  Danielson:  That  I  will  say  that  the  doctor 
does  try  [563]  to  benefit  his  patients  in  treating 
them;  there  is  no  other  motive. 

Q.  Doctor,  you  studied  at  Chicago,  I  believe, 
is  that  correct  ■?  A.     I  did. 

Q.  I  gather  that  you  are  possibly  acquainted 
with  Dr.  Charles  Huggins,  at  least  by  reputation. 

A.    Yes,  sir. 

Q.  Do  you  consider  him  to  be  an  authority  in 
his  field? 

A.  Yes,  he  has  done  a  lot  of  work.  I  don't 
agree  with  everything  he  has  done,  but  he  has  done 
some  good  work. 

Q.  You  consider  him,  however,  to  be  an  eminent 
authority  in  his  field,  do  you  not? 

A.  Yes,  he  is  considered  to  be  an  eminent  au- 
thority. 
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'  Q.    Are  you  acquainted,  either  personally  or  by 
reputation,  with  Dr.  Elmer  Belt  of  Los  Angeles'? 

A.     Yes,  I  know  Dr.  Belt. 

Q.     Do  you  know  him  personally? 

A.    Well,  yes,  not  too  personally.    He  is  an  ac- 
quaintance. 

Q.     Do  you  consider  Dr.  Belt  to  be  an  authority 
in  the  field  of  neurology? 

A.     He  is  considered  a  good,  competent  urologist. 

Q.     And  you  likewise  consider  him  that,  I  pre- 
sume? [564]  A.     I  do. 

Q.     Now,  in  Chicago  do  you  know,  by  any  chance, 
Dr.  Norris  J.  Heckel  of  the  University  of  Illinois? 

A.     No,  I  don't  know  him. 

Q.     You  do  not  know  him?  A.     No,  sir. 

Q.     Are  you  familiar  with  his  writings? 

A.     I  have  seen  many  of  his  writings. 

Q.     He  is  likewise  considered  to  be  an  authority 
in  this  particular  field,  is  he  not? 

A.     I  think  he  is. 

Q.     And  lastly,   are   you  acquainted  or   do   you 
know  Dr.  Ian  Macdonald,  a  local  doctor? 

A.     Yes,  I  know  Dr.  Macdonald. 

Q.     He  is  likewise  considered  to  be  an  authority 
in  his  particular  field  ? 

A.     He  is  a  urologist.    I  think  he  specializes  in 
cancer,  doesn't  he? 

Q.     That  is  correct,  female,  I  think. 

A.    Yes. 

Q.     He  is  a  member  of  the  Therapeutics  Trials 
Committee,  is  he  not  ?  A.     I  believe  he  is,  yes. 
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Q.  Now,  Doctor,  you  mentioned  that  you  do  not 
conduct  any  experiments  with  your  patients.  May 
I  ask  you  this:  Do  [565]  you  personally  do  any 
clinical  research  work? 

A.  Well,  I  think  every  doctor  considers  his  own 
practice  more  or  less  research. 

Q.     That  is  in  his  field? 

A.     Individual  research,  that  is  correct. 

Q.  In  either  the  field  of  the  prostate  or  the 
testes  or  in  the  female  genitalia  or  in  endocronology, 
is  that  not  correct?  A.     That  is  correct. 

Q.     Doctor,  are  you  a  urologist  by  specialty? 

A.     I  am  not. 

Q.     Are  you  an  endocronologist  ? 

A.     I  am  not. 

Q.     Or  a  gynecologist? 

A.     No,  but  I  practice  all  three. 

Q.    As  a  general  practitioner? 

A.     As  a  general  practitioner. 

Q.  You  are  a  general  practitioner.  Now,  Doc- 
tor, you  have  testified  that  you  are  a  medical  ex- 
aminer, either  are  or  were,  or  you  have  been,  I  do 
not  recall,  either  or  both?  A.     I  am. 

Q.  You  are  a  medical  examiner  for  Technicolor, 
Goldwyn,  RCA,  I  believe  at  least  during  the  war 
you  mentioned  Hughes  Aircraft? 

A.     Yes,  Hughes  Aircraft.  [566] 

Q.     What  were  your  general  duties  as  such? 

A.  Well,  we  do  pre-employment  physical  exam- 
inations on  people  seeking  employment. 
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Q.     Is  this  a  general  physical  examination? 
A.     General  physical   examination,   that   is   cor- 
rect, and 

Q.     And  is  that  your 


The  Witness:  And  actually  we  take  care  of  all 
their  industrial  accidents,  in  other  words,  if  anyone 
is  injured  at  the  plant  or  sick  at  work,  we  take 
care  of  them. 

Q.  (By  Mr.  Danielson) :  That  is,  people  who 
also  complain  or  become  ill  while  at  work? 

A.  While  at  work,  that  is  correct.  We  do  100 
per  cent  of  that  now,  and  we  do  a  large  portion  of 
their  private  practice.  Of  course,  many  of  them 
have  their  own  doctors.  Some  of  them  haven't. 
Usually  those  that  haven't  will  go  to  the  company 
doctor. 

Q.  You  have  your  own  offices,  do  you,  and  these 
various  concerns  refer  their  personnel  to  you? 

A.  Yes.  They  send  their  work  to  me,  because 
it  would  be  impossible  to  be  at  all  of  them  at  the 
same  time. 

Q.    Yes.     I  gather  that  would  be  correct.  [567] 

In  this  connection,  do  you  call  that  industrial 
medicine  ? 

A.  Well,  industrial  medicine  just  refers  to  the 
industrial  accidents,  but  it  is  actually  private  medi- 
cine, private  practice. 

Q.  Well,  in  connection  with  these  referrals  by 
these  three  or  four  or  more  companies  for  whom 
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you  work,  you  do  not  in  that  particular  practice 

handle  any  chronic  cases,  is  that  not  correct? 

A.  Yes,  we  do  have  a  few  chronic  cases.  Of 
course,  for  the  most  part,  employees  are  younger 
people. 

Q.     They  are  on  the  job?  A.     That  is  right. 

The  Witness:  I  w^as  going  to  say,  for  the  most 
part,  people  that  are  working  are  younger  people 
and  healthy  people. 

Q.  (By  Mr.  Danielson) :  I  thank  you  for 
bringing  that  up,  as  that  takes  me  right  to  my  next 
point.  I  was  going  to  ask  you,  what  is  the  average 
age  of  these  persons  whom  you  examine  physically  ? 

A.  That  varies,  too.  Now,  of  course  the  aver- 
age age  is  younger  than  it  was  during  the  war. 
During  the  war  it  was  anywhere  from  17  or  18  to 
80  or  85. 

Q.     But,  under  the  present  circumstances? 

A.  Under  the  present  circumstances,  I  w^ould 
say  that  the  average  is  from  18  to  I  would  say  50, 
maybe  an  occastional  [568]  in  the  60s. 

Q.  The  bulk  of  them  are  in  the  younger  age 
groups  ? 

A.     In  the  younger  age  groups,  that  is  correct. 

Q.  Let  us  say  the  upper  'teens  or  in  the  20s  or 
30s?  A.     For  the  most  part,  yes. 

Q.  Thank  you.  Now,  Doctor,  how  big  is  a  pros- 
tate, a  normal  prostate? 

A.  Let's  see,  I  will  try  to  compare  it.  I  would 
say  the  normal  prostate  gland  is  the  size  of  a  nor- 
mal phuu. 
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Q.  The  testimony  has  been  here,  I  think  you 
may  agree  with  this,  by  Dr.  Belt,  that  the  normal 
prostate  is  about  the  size  of  a  chestnut.  Would 
that  be  approximately  correct  •? 

A.  A  chestnut,  well,  I  am  not  too  familiar  with 
chestnuts. 

Q.     Well,  I  will  go  along  with  you  on  the  plum. 

A.     Okay. 

Q.  I  am  not  too  familiar  with  the  chestnuts 
myself.  A.     All  right. 

Q.  There  are  lots  of  plums,  of  course.  About 
how  big? 

A.     I  would  say  about  this  round   (indicating). 

Q.     That  is  the  equal  of  about  how  round? 

A.     In  diameter,  the  size  of  a  silver  dollar. 

Q.     A  silver  dollar,  you  would  say? 

A.     That  is  correct. 

Q.  Well,  then,  before  you  can  detect  a  carcinoma 
by  [569]  palpation,  it  would  have  to  be  the  size  of 
a  grape  or  acorn.  That  would  be  getting  up  to 
about  a  third  or  fourth  of  the  size  of  the  prostate. 

A.     No. 

Q.     Maybe  almost  half  the  size  of  the  prostate? 

A.  Well,  I  would  say  it  would  have  to  be,  well, 
about  a  quarter  of  the  size  of  the  gland,  before  you 
could  feel  it.  I  wouldn't  say  that  I  could  feel  one 
any  smaller  than  that.  Maybe  there  are  those  that 
can,  but  I  certainly  would  not  be  sure  of  anything 
that  I  felt  any  smaller  than  that. 

Q.  What  is  the  purpose  of  this  palpation  ex- 
aniination  ? 
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A.  The  purpose  of  the  palpation  is  to  deter- 
mine the  size  and  configuration  of  the  prostate 
gland,  and  to  see  if  there  are  any  stony,  hard  sub- 
stances that  are  in  it.  The  palpation  is  usually 
done  with  right  or  left  index  finger. 

Q.     It  is  by  touch,  the  sense  of  feeling? 

A.  That  is  right,  the  sense  of  feeling.  It  is  like 
feeling  a  sack  and  trying  to  feel  what  is  in  it.  That 
is  exactly  what  you  are  doing. 

Q.  You  take  into  your  consideration  size,  also, 
do  you  not?  A.     Size,  that  is  correct. 

Q.  If  the  size  of  the  prostate  is  larger  than 
usual,  does  that  or  does  that  not  cause  you  to  be 
suspicious  of  it? 

A.  If  the  prostate  is  larger  than  usual,  we  think 
of  [570]  something  else,  such  as  hyperthesis  of  the 
prostate  gland. 

Q.  (By  Mr.  Danielson) :  The  prostate  gland 
is  usually  susceptible  to  carcinoma? 

A.  Yes,  there  is  quite  a  lot  of  carcinoma  of  the 
prostate  gland. 

Q.  Are  you  familiar  with  the  normal  incidence 
of  carcinoma  of  the  prostate? 

A.  Well,  the  figures  vary  on  that.  I  am  not 
sure  of  the  figures. 

Q.  You  have  not  conducted  any  clinical  re- 
search into  that?  A.     No,  sir,  I  haven't. 

Q.  As  to  this  blood  test  which  was  mentioned 
for  carcinoma  of  the  prostate,  I  believe  that  is  also 
known  as  the  acid  phosphatase  test  or  the  acid 
alkaline  phosphatase  test?  A.     That  is  correct. 
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Q.  You  have  mentioned  that  you  have  never 
performed  it  yourself.  A.     I  never  have. 

Q.  And  you  are  not  personally  aware  of  any 
doctors  here  who  have  performed  it? 

A.  I  am  not  sure,  but  I  think  Dr.  Belt  and 
possibly  a  couple  of  other  leading  urologists  use 
that  test. 

Q.     If  Dr.  Belt  says  he  does  use  it 

A.     I  wouldn't  frown  on  it.  [571] 

Q.  You  would  not  think  it  would  be  improbable, 
would  you? 

A.     I  wouldn't  frown  on  it.    That  is  right. 

Q.     I  say,  you  would  probably  admit  that  that 

would  be  true,  then?  A.     That  is  correct. 

*     *     * 

Q.  (By  Mr.  Danielson) :  Now,  Doctor,  you 
have  testified  that  you  have  no  personal  opinion 
as  to  whether  the  use  of  the  hormone  will  acceler- 
ate the  growth  of  an  early  or  an  incipient  carcinoma 
of  the  prostate,  is  that  correct? 

A.  Personally  I  don't  know  whether  or  not  it 
vd]\. 

Q.     You  do  not  know  whether  or  not  it  will? 

A.     That  is  right. 

Q.  Well,  you  are  aware  of  the  fact  that  there 
is  at  least  a  respectable  portion  of  informed  medi- 
cal opinion  holding  that  it  will,  is  that  not  correct? 

A.  That  is  right,  and  there  are  quite  a  few  say 
they  don't  know,  and  there  are  some  that  say  it 
doesn't. 

Q.  But  you  are  aware  of  the  fact  that  there  is 
a  respectable  portion  saying  that  it  will? 
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A.     I  certainly  am. 

Q.  Have  you  yourself  done  any  clinical  research 
or  laboratory  research  iiito  that  particular  sub- 
ject? A.     No.     I  have  done  none. 

Q.  None.  Your  opinion,  then,  would  be  based 
entirely  on  your  study,  reading  and  so  forth? 

A.     Exactly. 

Q.  How  many  examinations  of  this  type  have 
you  given,  in  your  work? 

A.     Of  course  that  varies.     Not  so  many  now. 

Q.     On  an  average,  what  is  it,  about  25? 

A.    During  the  war,  it  was  about  25  a  day. 

Q.  Is  this  examination  a  general  physical  ex- 
amination, the  standards  of  which  are  agreed  upon 
by  you  and  the  employers,  the  companies? 

A.    Yes,  it  is. 

Q.  Such  an  examination  would  not  necessarily 
include  any  special  examinations,  would  it?  Is  it 
a  routine  established? 

A.  Well,  that  varies  again  with  the  organization. 
Some  demand  a  very  demanding  examination. 
Some  merely  demand  [573]  an  examination  for 
hernia. 

Q.  But  this  standard  is  set  up  by  the  company, 
is  that  not  correct? 

A.  That  is  right,  they  use  the  so-called  general 
physical  examination. 

Q.  As  a  matter  of  fact,  if  this  company  required 
one  of  these  acid  phosphatase  tests,  you  would  per- 
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form  it?  A.     I  would  not  recommend  it. 

Q.     If  they  demanded  it,  you  would  perform  it? 

A.  Well,  if  they  demanded  it.  I  doubt  if  they 
would. 

Q.  Well,  I  am  assuming  if  they  demanded  it, 
you  would? 

A.  All  right.  If  they  did,  I  would,  then  cer- 
tainly I  would. 

Q.  Doctor,  do  you  perform  any  surgery  on  the 
prostate?  A.     No,  I  don't. 

Q.  You  have  never  removed  a  prostate,  is  that 
right  ? 

A.  No.  I  have  assisted.  The  prostate  glands 
are  only  removed  by  urologists. 

Q.  And  you  are  not  a  urologist.  I  believe  you 
testified  to  that. 

A.     I  am  not  a  urologist.    That  is  correct. 

Q.  Do  you  frequently  examine  diseased  pros- 
tates, I  mean  prostates  for  carcinoma? 

A.  Not  frequently,  carinoma  of  the  prostate 
isn't  frequently  encountered  in  the  normal  private 
practice.  [574] 

Q.  Then,  you  have  not  had  a  great  deal  experi- 
ence with  them,  then,  is  that  correct? 

A.  Well,  I  have  had  experience  in  the  last  12 
or  14  years,  but  not  a  great  deal,  no,  I  wouldn  't  say 
a  great  deal. 

Q.     Do  you  treat  cancers  of  any  kind  ? 

A.  I  do.  I  treat  cancers  of  any  kind,  anywhere 
where  I  may  find  them. 

Q.     Is  it  or  is  it  not  true  that  if  a  cancer  is  de- 
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tected  at  an  early  stage,  it  is  more  susceptible  to 

therapy?  A.     It  certainly  is. 

Q.  The  smaller  they  can  be  found,  the  better 
they  are  ?  A.     That  is  correct. 

Q.  Would  you  consider  a  cancer  to  be  an  early 
cancer  if  it  is  small  enough  so  that  it  is  susceptible 
to  some  beneficial  therapy?  [575] 

*     *     * 

The  Witness:  Yes,  but  it  is  a  little  ambiguous, 
frankly,  because  the  size  of  a  cancer  does  not  neces- 
sarily determine  the  period  of  growth.  In  other 
words,  you  are  presuming  in  your  question  that  an 
early  cancer  is  a  small  one.  That  doesn't  necessarily 
follow. 

Q.  (By  Mr.  Danielson)  :  No,  some  early  cancers 
can  be  fairly  large,  then,  is  that  correct? 

A.  That  is  right,  and  some  late  cancers  can  be 
small. 

Q.  In  other  words,  the  size  of  a  cancer  does  not 
necessarily  refer  to  its  age? 

A.     That  is  correct. 

Q.     Although  there  could  be  some  relation  ? 

A.  Generally  speaking,  there  is  a  general  rela- 
tion, but  it  doesn't  necessarily  follow  that  an  early 
cancer  is  a  small  one. 

Q.  Well,  an  early  cancer  could  be  as  large  as  a 
grape,  then? 

A.  Well,  of  course, ' '  early  "  is  a  little  ambiguous, 
too. 

Q.  Just  on  the  basis  that  you  just  told  us, 
couldn't  an  early  cancer  be  as  large  as  a  grape? 
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A.     That  is  correct. 

Q.     Or  even  an  acorn? 

A.     That  is  correct. 

Q.  Now,  as  to  the  subject  of  sterility,  Doctor, 
you  have  testified  that  the  use  of  the  hormone,  of 
testosterone,  [576]  would  reduce  the  sperm  count. 

A.     That  is  correct. 

Q.  But  that  you  do  not  know  whether  it  would 
cause  sterility  %  A.     That  is  correct. 

Q.  Is  it  not  true,  Doctor,  that  sterility  or  fer- 
tility is  sort  of  a  matter  of  relative  sperm  count? 

A.     That  is  correct.  That  is  correct. 

Q.  If  the  sperm  count  is  reduced  below  some 
figure,  I  believe  it  is  about  150,000,000 

A.     Yes,  I  think  that  is  it. 

Q.  Then,  you  are  considered  clinically  sterile, 
but  above  that  clinically  fertile,  is  that  correct? 

A.     That  is  correct. 

Q.  Do  you  not  believe.  Doctor,  that  it  is  possible 
with  the  prolonged  use  of  testosterone  to  reduce 
this  sperm  count  below  150,000,000? 

A.  Yes,  I  think  that  the  use  of  testosterone  will 
reduce  the  sperm  count,  but  I  doubt  if  it  will  re- 
duce it  sufficiently,  enough  to  produce  sterility. 

Q.     Below  150,000,000? 

A.  Well,  I  don't  know.  It  is  hard  for  me  to  an- 
swer that.  I  have  never  done  a  sperm  count  on  these 
patients. 

Q.    I  see. 

A.  I  am  testifying  from  what  I  have  read  in  the 
literature.  [577] 
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Q.  You  have  not  conducted  any  independent 
research?  A.     That  is  correct. 

Q.     Into  the  subject  of  sterility f 

A.     That  is  correct. 

Q.  Or  on  the  subject  of  the  effect  of  testosterone 
on  fertility  or  sterility? 

A.  That  is  correct.  As  far  as  my  personal  experi- 
ence is  concerned,  I  have  never  had  any  adverse 
results  in  that  way,  I  have  never  seen  it  make  any 
of  my  patients  sterile. 

Q.  Now,  I  want  to  ask  you  a  question  there, 
Doctor,  in  considering  a  patient  who,  let  us  say, 
wants  testosterone  and  you  knoAV  of  no  immediate 
pathological  condition  which  would  contra-indicate 
testosterone,  but  in  view  of  the  indefinite  knowledge 
as  to  what  effect  this  will  have  on  sterility  and  yet 
knowing  that  it  will  reduce  the  sperm  count,  would 
3^ou  recommend  testosterone  to  a  man  who  wished  to 
procreate,  to  whom  fertility  was  important? 

A.     No,  I  don't  believe  I  would. 

Q.  Now,  you  testified  that  the  male  sex  hor- 
mones at  least  has  some  value  in  cases  of  male  hor- 
mone deficiency?  A.     It  appears  to  have. 

Q.  Do  you  have  any  opinion  as  to  whether  a 
lay  person  can  determine  whether  he  has  a  hor- 
mone deficiency? 

A.     Well,  he  may  have  an  idea  that  he  has.  [578] 

Q.     But  as  to  whether  he  can  diagnose  it? 

A.    I  don't  think  he  could  diagnose  it. 

Q.     As  a  matter  of  fact,  diagnosing  of  a  male  sex 
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hormone  deficiency  is  a  rather  difficult  examination, 
isn't  it?  A.     Well 


Q.  Have  you  not  testified,  Doctor,  that  under 
certain  symptoms  that  a  person  may  have  different 
deficiencies  and  then  I  believe,  to  use  your  words, 
by  the  use  of  trial  and  error  you  determine  whether 
or  not  the  hormone  is  beneficial  f 

A.     That  is  correct. 

Q.  And  is  not  the  reason  for  that  that  the  deter- 
mination of  whether  or  not  a  person  has  this  defi- 
ciency is  oftentimes  very  difficult? 

A.     I  did  not  understand  the  last. 

Q.     To  go  in  the  back  door  on  this 

A.     All  right. 

Mr.  Danielson :  We  will  agree,  I  presume,  that  a 
castrate  has  a  male  hormone  deficiency. 

The  Witness :     That  is  correct. 

Q.  And  likewise,  a  hypogonad  has  male  hormone 
deficiency?  A.     Correct. 

Q.  Now,  take  a  person  who  is  apparently  normal, 
who  apparently  possesses  all  of  his  organs,  the 
doctor,  to  determine  whether  or  not  there  is  such  a 
deficiency,  takes  what  [579]  steps,  what  steps  must 
be  taken,  how  would  you  determine  it  with  such  a 
person  ?  A.     In  a  hypogonad  ? 

Q.  No.  In  a  person  who  is  apparently  normal  in 
his  physical  makeup. 

A.  Well,  there  is  actually  no  way  of  determining 
exactly  whether  or  not  he  has.  You  must  listen  to 
the  patient's  story  and  try  to  evaluate  the  symptoms 
that  he  presents  and  if  his  symptoms  fall  into  a  cer- 
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tain  category,  we  merely  presmne  that  he  has  a  male 

hormone  deficiency. 

Q.  And  that  is  when  this  so-called  trial  and 
error  procedure  comes  into  play? 

A.     That  is  correct. 

Q.  But  prior  to  that,  though,  would  you  not  try 
to  determine  whether  or  not  a  man  has  a  cancer  of 
the  prostate? 

A.  I  would  not  necessarily  look  for  a  cancer  of 
the  prostate.  I  would  talk  to  the  patient  and  ac- 
tually, if  he  had  any  symptoms  that  suggested  prior 
cancer  of  the  prostate,  I  certainly  would  investigate. 

Q.  And  how  do  you  determine  those  symptoms, 
by  the  use  of  what  method  ?  That  is  by  rectal  exami- 
nation! A.     Palpation,  correct. 

Q.  And  if  you  found  any  suggestion  of  car- 
cinoma of  the  prostate,  would  you  then  recommend 
testosterone  or  prescribe  it?  [580] 

A.  I  don't  think  I  would.  I  would  respect  the 
literature  that  I  read. 

Q.  Is  it  correct.  Doctor,  then,  the  use  of  a  male 
hormone  or  any  hormone,  for  that  matter,  should 
be  what  is  known  as  a  replacement  therapy  ? 

A.     That  is  correct. 

Q.  To  replace  that  which  Nature  no  longer  pro- 
vides, at  least  not  in  adequate  quantities  ? 

A.     That  is  correct.  [581] 

Q.  As  to  these  symptoms  that  were  mentioned 
by  Mr.  Elson,  the  flushes,  sweats,  nervousness,  irri- 
tability and  nocturia  and  so  forth,  isn't  it  a  fact 
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they  are  also  the  results  of  something  besides  hor- 
mone deficiency? 

A.  Any  one  of  those  symptoms  may  be  present 
in  anyone  or  may  indicate  another  disorder.  How- 
ever, that  confusion  is  usually  seen  in  the  so-called 
male  climacteric. 

Q.     How  about  in  anxiety  states? 

A.  An  anxiety  state  might  present  any  symptom 
or  combination  of  symptoms. 

*  *     * 

Q.  (By  Mr.  Danielson) :  Are  not  those  symp- 
toms of  exophthalmic  goiter? 

A.     Some  of  them  are. 

Q.    How  about  fatigue  states?  [582] 

A.     A  fatigue  state  is  one. 

Q.  And  fatigue  is  rather  common  in  the  present 
day  and  age,  isn't  it?  A.     Yes. 

Q.     How  about  tuberculosis  ? 

A.     That  is  a  common  symptom  of  tuberculosis. 

*  *     * 

Q.  In  your  testimony  as  to  your  examination  of 
your  patients,  Doctor,  you  mentioned  that  you 
talked  to  them  a  few  minutes.  I  gathered  that  3^ou 
meant  by  that  that  you  were  taking  their  his- 
tory? [583]  A.     Yes,  sir;  that  is  correct. 

Q.  And  your  purpose  is  to  benefit  your  patients, 
when  you  speak  of  trial  and  error.  You  do  not  by 
that  mean  that  you  do  not  attempt  to  make  an  ac- 
curate diagnosis?  A.     Certainly  not. 

Q.     I  just  wanted  to  make  that  clear.  Your  atten- 
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tion  was  directed  on  direct  examination  to  the  testi- 
mony of  Dr.  Huggins  to  the  effect  that  certain  ex- 
periments were  conducted  in  some  cases  in  hospitals 
in  which  he  was  employed. 

A.     Yes;  I  heard  that. 

Q.  That  is  a  usual  procedure,  is  it  not,  insofar  as 
3^ou  know  ? 

A.     Do  you  mean  to  conduct  these  experiments? 

Q.  To  talk  about  their  history  is  not  the  sort  of 
thing  you  were  referring  to  by  trial  and  error,  is  it  *? 

A.     That  is  correct;  it  is  not. 

Q.  There  are,  obviously,  fields  in  medical  science 
which  are  not  yet  known  ? 

A.  That  is  true,  and  certain  medicines  are  pre- 
scribed in  order  to  tTj  to  obtain  the  best  results. 

Q.  And  that  is  for  the  purpose  of  determining 
what  is  the  therapeutic  effect  of  those  medicines  ? 

A.     That  is  correct.    That  is  common. 

Q.  In  regard  to  estrogens,  the  female  sex  hor- 
mones, have  you  ever  conducted  any  clinical  or  lab- 
oratory research  into  [584]  that  field  ?  A.     No. 

Q.  Your  statements  and  opinions,  then,  are  based 
on  your  reading,  study  and  possibly  discussions  with 
other  doctors?  A.     Correct. 

Q.  And  that  would  include,  then,  your  lack  of 
clinical  experiment  and  would  include  or  would, 
likewise,  apply  to  any  experiments  in  connection 
with  the  female  genitalia  or  the  male  genitalia? 

A.     Yes ;  that  is  correct. 

Q.  As  to  impotence,  I  believe  you  stated  that 
impotence  is  frequently  of  psychogenic  origin  ? 
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A.     I  did. 

Q.  And,  likewise,  you  felt  that,  when  you  gave 
the  male  hormone,  you  sometimes  had  some  allevia- 
tion of  the  impotence  ? 

A.     At  least,  the  patients  have  had  it. 

Q.  You  say  the  patients  have  told  you  they  did 
have  a  benefit?  A.     That  is  correct. 

Q.  Is  it  not  true.  Doctor,  that  in  cases  of  psycho- 
genic origin,  any  type  of  treatment  in  which  the 
patient  has  faith  will  sometimes  produce  a  bene- 
ficial result?  A.     That  is  true  of  any  disorder. 

Q.  Isn't  that  true  of  the  old-fashioned  sugar  pill 
that  [585]  was  given  years  ago  ? 

A.  It  is  true  that  the  sugar  pill  will  benefit 
patients. 

Q.  Are  you  not  aware  of  the  fact  that  among  lay 
people  at  least  there  is  some  belief  that  oysters  as 
such  have  a  beneficial  effect  on  people  ? 

A.     Yes;  you  will  hear  that. 

Q.  And  such  effects  are  not  directly  traceable 
to  testosterone? 

A.  We  try  to  differentiate.  We  try  to  determine 
whether  or  not  the  results  are  actual  results  or 
whether  they  are  those  of  a  psychogenic  patient 
merely  stating  he  got  results.  I  think  every  doctor 
tries  to  determine  those. 

Q.  As  to  the  testimony  relative  to  the  destruc- 
tion of  the  semeniferous  tubules,  do  I  understand 
that  you  do  not  know  how  such  would  be  deter- 
mined ? 

A.     That  is  correct,  in  man. 
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Q.  How  about  a  biopsy?  Would  that  not  deter- 
mine it? 

A.  Well,  you  would  have  to  take  a  biopsy  before 
and  one  after. 

Q.  If  there  were  a  pre-treatment  biopsy  and  a 
post-treatment  biopsy,  that  could  be  determined? 

A.     I  would  say  it  could. 

Q.  Are  you  familiar  at  all  with  the  work  of  Dr. 
Warren  O.  Nelson,  of  the  University  of  Iowa, 
clinically?  A.     No;  I  am  not.  [586] 

Q.  However,  if  you  were  to  hear  him  testify  that 
he  has  performed  such  experiments,  you  would  not 
doubt  them  for  that  reason  alone  ? 

A.     No;  I  certainly  would  listen  to  them  eagerly. 

Q.  As  to  determining  whether  there  is  such  a 
thing  as  a  male  sex  hormone  deficiency,  your  atten- 
tion was  directed  to  the  testimony  of  Dr.  Heckel, 
who  said,  on  page  176,  "Q.  Now,  Doctor,  how  is 
male  hormone  deficiency  in  any  person  determined? 

"A.     Determined  by,  first,  a  careful  history " 

You  have  no  disagreement  with  that,  have  you  ? 

A.     No. 

Q.     "No.  2,  a  careful  physical  examination " 

Q.     You  do  not  disagree  with  that,  do  you? 

A.     No. 

Q.  "And  No.  3,  there  are  some  laboratory  tests 
that  will  aid  in  diagnosis,  such  as  the  estimation  of 
17  ketosteroids  in  the  urine." 

You  have  no  disagreement  with  that,  Doctor, 
have  you  ?  A.     No ;  I  haven 't. 

Q.  You  are  familiar,  I  am  confident,  with  the 
physiology  of  the  testes?  A.     Yes,  sir;  I  am. 
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Q.  And  that  the  sperm  are  produced  in  a  differ- 
ent part  of  the  organ  than  the  testosterone  is  pro- 
duced? [587]  A.     That  is  right. 

Q.  Would  it  not  be  possible  by  a  biopsy  exami- 
nation to  determine  whether  the  testes  are  still  able 
to  produce  testosterone? 

A.  Under  controlled  laboratory  conditions,  they 
can,  with  biopsy,  determine  the  sperm  count  and 
the  shape  and  configuration  of  the  sperm,  but  I  don't 
think  they  can  isolate  the  testosterone. 

Q.  No,  I  say  by  a  biopsy  of  the  testicle  to  deter- 
mine whether  the  interstitial  cells  are  still  in  a  nor- 
mal state. 

A.     I  think  they  can  determine  quite  a  bit. 

Q.  If  you  heard  testimony  of  a  doctor  who  said 
he  had  devoted  about  10  to  15  years  to  such  research 
and  was  able  to  determine  that,  would  you  have  any 
reason  to  doubt  it  ? 

A.  I  wouldn't  doubt  him  but  I  wouldn't  neces- 
sarily accept  him,  either. 

Q.  You  have  never  performed  any  such  research 
yourself?  A.     I  have  not. 

Q.  Is  it  not  true,  Doctor,  that  there  is  no  neces- 
sary connection  between  impotence  on  the  one  hand 
and  sterility  on  the  other  ?  A.     That  is  right. 

Q.  The  fact  that  a  man  is  impotent  doesn  't  neces- 
sarily mean  that  he  is  sterile?  [588] 

A.     That  is  correct. 

Q.     And  vice  versa?  A.     That  is  correct. 

Q.  You  gave  an  opinion.  Doctor,  as  to  whether  5 
milligrams  per  day  of  alpha  estradiol  would  have 
any  effect 
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Q.  (By  Mr.  Danielson) :  Excuse  me ;  as  to 
whether  5/10  of  a  milligram  per  day  of  alpha  es- 
tradiol would  have  any  effect  upon  a  female.  Have 
you  conducted  any  experiments  to  determine  that 
point  ? 

A.     I  haven't  conducted  any  experiments. 

Q.  You  have  administered  different  dosages  of 
the  female  hormones'?  A.     I  have. 

Q.  Is  it  not  true  that  you  found  that  the  thera- 
peutic effect  of  the  hormone  varies  in  different 
people?  A.     It  does. 

Q.  That  is,  some  people  seem  to  respond  more 
quickly  or  easily  than  others?  A.     Correct. 

Q.  A  small  amount  has  as  much  effect  on  one 
person  as  a  large  amount  may  have  on  another  per- 
son ?  A.     Correct. 

Q.  As  to  the  kind  of  hormone  dosules  which  I 
believe  [589]  you  said  you  have  used,  I  believe  you 
stated  that  your  results  have  been  ambiguous  but 
that  some  of  the  patients  said  they  thought  they 
noticed  some  beneficial  results'?  A.     Yes,  sir. 

Q.  Was  that  for  cosmetic  purposes,  to  develop 
the  bust"? 

A.     Yes ;  that  is  what  it  is  commonly  used  for. 

Q.  You  mentioned  that  some  of  your  patients 
stated  that,  in  their  opinion,  there  was  some  benefit. 
Did  you  ever  see  any  benefit,  in  your  own  opinion, 
from  the  use  of  this  Menformon  Dosule'? 

A.  The  patients  don't  usually  continue  it  long 
enough  for  a  doctor  to  actually  take  a  look  at  a 
woman's  bust  and  determine  whether  it  has  been 
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enlarged  or  not.    In  other  words,  if  there  was  an 
enlargement — after  all,  we  don't  measure  a  woman's 
bust  when  she  comes  into  the  office.   We  must  take 
her  word  for  that  sort  of  thing,  the  size  of  it. 

Q.  In  the  cases  you  have  cited,  have  you  ever 
seen  this  cosmetic  eft'ect? 

A.     No;  I  can't  say  I  have. 

Q.  As  to  the  use  of  hormone  by  yourself,  may  I 
ask  you  how  long  a  therapy  you  have  taken  over  one 
period  of  time? 

A.  Oh,  I  have  taken  them  two  or  three  weeks  at 
a  time. 

Q.     Would  that  be  a  tablet  per  day*? 

A.     About  two  tablets  per  day. 

Q.  Doctor,  if  you  had  any  suspicion  at  all  that 
you  had  [590]  an  early  or  incipient  carcinoma  of 
the  prostate,  would  you  have  done  that,  this  is,  taken 
that  treatment  *? 

A.  I  doubt  if  I  would  because  the  mere  fact  that 
someone  else  suggests  it  might  have  some  bad  effect 
or  do  some  injury  would  be  enough  for  me  not  to 
try  it. 

Q.  Would  you  consider  that  good  professional 
practice  at  least  1  A.     I  would  say  so. 

Q.  As  to  the  use  of  alpha  estradiol  in  females 
in  which  there  is  uterine  bleeding,  isn  't  that  bleeding 
at  least  one  symptom  of  a  cancer  of  the  genitalia? 

A.     It  is. 

Q.  And,  under  those  circiunstances,  you  would 
immediately  stop  the  use  of  that  drug,  would  you 
not?  A.     I  would. 
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Q.  As  to  the  male  climacteric — you  stated  that 
in  the  female  there  are  definite  findings  in  case  of 
the  climacteric?  A.     Correct. 

Q.  That  would  be  a  cessation  of  ovulation,  for 
one  thing? 

A.  That  wouldn't  be  a  fuiding  clinically  speak- 
ing. Clinically  speaking,  it  is  a  cessation  or  stop  of 
the  menses. 

Q.  Something  happens  to  the  ovary  at  that  time, 
doesn't  it?  [591] 

A.     Yes ;  they  shrink  up. 

Q.  And  they  cease  producing  hormones,  do  they 
not?  A.     That  is  right. 

Q.  Now  in  comparable  cases  in  men,  if  there 
were  a  male  climacteric,  w^hat  would  be  the  finding 
or  phenomena  in  the  male? 

A.    We  presume  that  the  testes  would  shrink  up. 

Q.     And  would  no  longer  produce  sperm? 

A.     No  longer  produce  testosterone. 

Q.    How  about  the  sperm? 

A.     The  sperm  count  is  diminished. 

Q.  In  the  female  the  ovary  would  no  longer 
produce  its  eggs?  A.     No,  sir. 

Q.  As  a  matter  of  fact,  you  have  conducted 
sperm  counts  at  least  in  college?  A.     Oh,  yes. 

Q.  Is  it  not  true  that  in  men  of  advanced  years 
there  is  frequently  a  substantial  sperm  count? 

A.     Yes;  there  might  be. 

Q.     Have  you  ever  conducted  any  such  tests? 

A.    Well,  frankly,  I  don't  recall  conducting  them 
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in  any  elderly  gentlemen  but  I  know  for  a  fact  that 

some  of  them  do  have  a  good  sperm  coimt. 

Q.  You  have  never  made  any  study  of  that  par- 
ticular [592]  subject?  A.     No;  I  haven't. 

Mr.   Danielson:     No  further  questions. 

Mr.  Elson :    I  just  have  one  or  two  questions. 

Redirect  Examination 
By  Mr.  Elson: 

Q.  Mr.  Danielson  asked  you  if  fatigue  and  so 
on  wasn't  usually  associated  with  a  certain  type  of 
goiter  and  tuberculosis. 

Mr.  Danielson:  That  is  a  misinterpretation.  I 
will  straighten  it  out,  if  you  wish.  At  that  point 
I  was  referring  to  the  symptoms  which  have  been 
frequently  mentioned  and  are  contained 

Mr.  Elson:  Yes,  nervousness  and  so  on.  I  think 
you  stated  that  they  were  associated  with  a  certain 
type  of  goiter  and  with  tuberculosis. 

Mr.  Danielson:  That  is  correct,  those  same 
symptoms. 

Is  that  not  correct,  Doctor? 

The  Witness:  No.  You  were  referring  to  the 
symptom  of  fatigue. 

Mr.  Danielson:  Then,  I  wish  to  correct  it  for 
that  wasn't  my  intention.  I  referred  to  nervousness 
and  irritability. 

The  Witness:  No;  not  all  of  them  would  be 
symptoms  of  those  diseases.  I  told  you  some  of 
them  might  be  and  you  asked  me  about  fatigue  and 
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I  told  you  fatigue  would  be  a  [593]  symptom,  too, 

of  tuberculosis  and  exophthalmic  goiter. 

Mr.  Danielson :  I  am  interested  in  the  symptoms 
which  are  reflected  in  Government's  Exhibit  1, 
flushes,  sweats,  chills,  lack  of  sexual  power,  impaired 
memory,  inability  to  concentrate  on  activities  or 
tendency  to  evade  them,  nervousness,  depression, 
general  weakness  and  poor  physical  strength.  Are 
not  those  symptoms  likewise  the  symptoms  of  a 
state  of  fatigue? 

The  Witness:  I  would  say  that  some  of  them 
were  but  not  all  of  them. 

Mr,  Danielson:     Some  of  them  are? 

The  Witness :    That  is  correct. 

Mr.  Danielson:  And,  likewise,  some  of  them  are 
of  tuberculosis'? 

The  Witness :    Correct. 

Mr.  Danielson:  And  some  of  them  are  of  this 
goiter  I  referred  to? 

The  Witness :    That  is  right. 

Mr.  Danielson:    That  is  all. 

Q.  (By  Mr.  Elson) :  How  many  men  in  your 
practice  that  have  come  to  you  complaining  of  these 
symptoms,  for  whom  you  prescribed  testosterone, 
had  goiter  or  tuberculosis  ? 

A.     Frankly,  I  can't  recall  any  that  did  have. 

Q.  As  a  matter  of  fact,  if  they  did,  you  would 
have  adopted  a  different  mode  of  treatment, 
wouldn't  you?  [594] 

A.     They  are  quite  easily  detected. 

Mr.  Elson:     That  is  all. 
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Recross-Examination 
By  Mr.  Danielson : 

Q.  About  how  many  of  them  had  fatigue, 
Doctor?  A.     Quite  a  few  of  them. 

Mr.  Danielson:    Thank  you.    That  is  all. 

The  Court:  Do  you  prescribe  the  drug  testos- 
terone for  loss  of  memory  or  failure  of  memory  ? 

The  Witness :  In  a  man  past  55,  I  would  say  yes. 
With  no  other  obvious  cause  for  that  symptom,  I 
would. 

The  Court:     I  have  no  other  questions. 

Mr.  Elson:     I  have  no  further  questions.  [595] 

*     *     * 

Mr.  Elson:  Your  Honor,  the  clerk  tells  me  that 
the  record  does  not  show  Defendants'  Exhibit  B 
for  identification  to  be  in  evidence.  That  is  a  report 
of  the  State  Board  of  Pharmacy  we  discussed  this 
morning.  So  that  now  I  offer  Defendants'  Exhibit 
B  for  identification  into  evidence. 

The  Court :    It  is  in  evidence. 

The  Clerk:    Defendants'  B  in  evidence. 

(The  document  referred  to  was  marked  De- 
fendants' Exhibit  B  and  received  in  evidence.) 

Mr.  Elson:     Dr.  Paul  Travis. 
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DR.  PAUL  EDWARD  TRAVIS,  M.D. 
called  as  a  witness  by  and  on  behalf  of  the  defend- 
ants, having  been  first  duly  sworn,  was  examined 
and  testified  as  follows: 

The  Clerk :    Your  full  name  ? 
A.     Paul  Edward  Travis. 

Direct  Examination 
By  Mr.  Elson: 

Q.     Doctor,  are  you  a  medical  doctor? 

A.     Yes,  sir. 

Q.     And  you  have  an  M.D.  degree? 

A.     That  is  right. 

Q.  Will  you  please  state  the  schools  that  you 
went  to?  [596] 

A.  Undergraduate,  University  of  Southern  Cali- 
fornia, A.B.  degree  in  1941,  University  of  Iowa 

Q.  Just  a  minute.  In  connection  with  your  A.B. 
degree,  was  there  any  particular  honor  conferred 
upon  you? 

A.  I  was  a  member  of  Phi  Beta  Kappa,  Uni- 
versity of  Iowa,  1942,  Master 's  degree  in  physiology, 
and  then  back  to  the  University  of  Southern  Cali- 
fornia for  a  medical  degree  in  1946,  interned  at  the 
Santa  Fe  Hospital  for  12  months  and  then  at  the 
request  of  the  government,  spent  two  years  in  the 
service,  stationed  at  the  Veterans'  Hospital  in 
Phoenix,  Arizona,  and  returned  to  private  practice 
in  1948. 

Q.  All  right.  Now,  have  you  ever  used  a  product 
known  as  testosterone,  in  your  practice? 
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A.     Yes,  sir,  I  have. 

Q.     In  your  private  practice  *?  A.    Yes. 

Q.  Did  you  use  it  while  you  were  at  the  Vet- 
erans' Hospital? 

A.    Yes.    We  used  it  there,  also. 

Q.  Now,  are  you  familiar  with  the  term  known 
as  the  male  climacteric?  A.     Yes. 

Q.  What  do  you  associate  with  that  term  in 
connection  with  the  sj^mptoms  of  a  male? 

A.  Well,  it  is  the  change  of  life  in  a  man, 
and [597] 

Q.  And  what  usually  from  your  experience  have 
you  found  to  be  the  symptoms  that  are  associated 
with  it? 

A.     About  the  same  as  with  the  female. 

Q.     And  what  would  those  be? 

A.     And  that  is  a  loss  of  libido. 

Q.     Libido,  for  the  record,  is  what? 

A.  Well,  libido  is  sexual  drive;  loss  of  libido,  a 
feeling  of  a  sense  of  not  well  being,  the  patient 
doesn't  feel  well,  usually  they  are  nervous,  irritable, 
they  have  insomnia,  they  are  not  able  to  sleep  well 
at  night.  They  just  come  in  and  say,  "Doc,  I  don't 
feel  well." 

Q.  Now,  then,  have  you  had  patients  of  middle 
life,  male  patients  of  middle  life,  come  in  to  you 
and  complain  of  some  of  those  symptoms? 

A.     Oh,  yes. 

Q.  And  have  you  on  such  occasions,  not  on  all 
but  on  some  of  those  occasions,  prescribed  testos- 
terone to  them?  A.     Yes. 
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Q.  And  did  you  afterwards  see  those  patients, 
some  of  them  *?  A.     They  came  in,  yes. 

Q.  And  with  some  of  those  patients  did  you  find 
that  the  sjTiiptoms  appeared  to  be  relieved? 

A.     Very  definitely. 

Q.  Now,  you  know  what  I  mean  when  I  speak 
of  hypogonadism?  [598]  A.    Yes. 

Q.  A  person  who  is  a  hypogonad,  who  is  suffer- 
ing from  a  male  hormone  deficiency? 

A.  Not  necessarily.  There  are  several  hormones 
tied  up  in  hypogonadism. 

Q.  Well,  we  will  say  that  if  a  person's  scrotum 
was  not  the  normal  size  of  a  person  of  his  age,  his 
penis  was  not  of  the  normal  size  of  a  person  of  his 
age,  he  did  not  have  the  distribution  of  body  hair 
that  would  be  associated  with  the  normal  individual 
of  his  age,  his  muscular  development  was  not  that 
of  a  person  of  his  age  and  his  voice  was  a  high- 
pitched  voice,  in  your  opinion,  w^ould  the  male  sex 
hormone  testosterone  be  of  any  aid  to  that  person? 

A.     Oh,  yes,  along  with  other  products. 

Q.  Now,  assuming  that  a  person  is  lacking  in 
male  hormone  deficiency,  he  has  a  male  hormone 
deficiency  and  complains  of  a  lack  of  sexual  power 
and  impotence,  in  your  opinion  would  testosterone 
be  of  assistance  to  that  individual  in  overcoming  it  ? 

A.     Definitely. 

Q.  People  suffering  from  male  hormone  defi- 
ciency, lias  it  ])een  your  experience  that  testosterone 
improves  their  physical  and  mental  work? 
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A.     Oh,  very  definitely,  yes.  [599] 

Q.  Does  it  appear  to  impart  a  renewed  vigor 
to  the  indi\ddual?  A.     Yes. 

Mr.  Danielson:  Your  Honor,  I  object  to  this.  I 
suggest  that  counsel  ask  the  witness  what  the  drug 
does  rather  than  tell  the  witness  what  the  drug  will 
do.  It  is  a  little  bit  too  leading,  I  believe,  your 
Honor. 

Mr.  Elson:    All  right. 

Q.  You  have  mentioned  some  of  the  symptoms 
that  are  associated  with  this  deficiency  other  than 
those  that  you  have  testified  to.  Can  you  at  the 
moment  think  of  any  others'? 

A.  Well,  it  definitely  gives  them  a  better  night's 
rest,  many  of  them  gain  weight  on  testosterone, 
males  who  have  been  losing  weight,  and  it  seems  to 
increase  their  appetite  and  impart  a  general  sense 
of  well-being  and  they  are  a  little  bit  better  able  to 
concentrate,  and  such  things  like  that. 

Q.  Now,  when  a  person  comes  to  you  and  com- 
plains of  symptoms  such  as  we  have  mentioned, 
what  do  3^ou  ordinarily  do,  what  would  you  do  with 
such  an  individual,  starting  at  the  commencement? 

A.  Try  him  out  on  the  drug  and  if  it  helped  him, 
that  certainly  would  be  the  answer. 

Q.  And  what  would  be  the  length  of  time  that 
you  would  expect  the  man  to  have  some  relief,  if  he 
was  suffering  from  such  a  deficiency  ?  [600] 

A.  You  mean  the  length  of  time  that  it  would 
take  to  obtain  relief? 

Q.    Yes. 
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A.  We  usually  see  relief  in  two  to  three  weeks, 
upon  the  usual  dosage. 

Q.     Now,  page  39. 

The  Court :    What  are  your  usual  doses  ? 

The  Witness:    I  beg  your  pardon,  sir? 

The  Court:    What  are  your  usual  doses'? 

A.  We  give  them,  according  to  the  weight  of  the 
patient,  25  to  50  milligrams  of  testosterone  a  day. 

Q.  (By  Mr.  Elson) :  That  would  be  in  tablet 
form?  A.     Yes,  the  methyl  testosterone. 

Q.  Now,  the  other  day,  a  Dr.  Thienes  testified 
for  the  prosecution  as  to  what  in  his  opinion  the 
general  practitioner  would  do  with  a  man  in  middle 
life  who  complained  of  some  of  these  symptoms, 
prior  to  prescribing  testosterone,  and  I  am  going 
to  call  your  attention  to  pages  39  to  41.  This  is  not 
verbatim  from  the  transcript,  but  it  is  a  digest  of 
it.    I  think  you  will  find  it  correct. 

Assuming  a  man  to  be  50  years  of  age  who  com- 
plains of  flushes,  sweats,  extreme  nervousness,  in- 
ability to  concentrate,  nocturia,  and  he  goes  to  his 
doctor  who  is  an  average  general  practitioner,  and 
no  evidence  of  cancer  of  the  prostate  has  been 
diagnosed.  Dr.  Thienes  says  that  he  does  not  [601] 
believe  that  the  doctor  would  prescribe  testosterone 
for  a  period  of  time  and  wait  to  see  whether  the 
symptoms  were  relieved.  Before  he  would  answer 
that  the  general  practitioner  would  prescribe  it,  he 
would  have  to  know  more  about  what  his  general 
examination  consisted  of,  what  the  urologist  had 
done  by  way  of  examination,  if  the  urologist's  re- 
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port  was  that  he  had  palpated  the  prostate  and 
performed  a  biopsy  and  found  no  evidence  of  cancer 
of  the  prostate  and  no  enlargement  of  the  prostate, 
and  laboratory  tests  showed  that  there  was  a  de- 
crease in  the  secretion  of  testosterone,  even  then  in 
his  opinion  testosterone  would  not  be  prescribed  by 
the  man's  doctor  unless  there  was  further  evidence 
of  the  male  climacteric. 

Now,  is  it  your  practice  to  follow  the  route  that 
was  testified  to  by  Dr.  Thienes  before  prescribing 
it  under  those  conditions'? 

A.  No.  A  general  practitioner  doesn't  have  the 
time  nor  does  his  patient  usually  have  the  funds 
to  undergo  such  an  expensive  laboratory  deter- 
mination, and  I  never  do  it. 

Q.  Do  you  know  of  any  other  practitioners  that 
follow  such  a  routine'? 

A.     Not  if  they  are  a  busy  practitioner. 

Q.  In  the  practice  of  medicine,  is  it  common  or 
uncommon  for  you,  when  a  person  comes  in  and 
complains  of  certain  things,  to  diagnose  it  to  the 
best  of  your  ability  and  arrive  [602]  at  what  you 
think  will  relieve  him  and  then,  if  that  does  not 
work,  try  something  else? 

A.    Yes,  that  is  the  practice  of  medicine. 

Q.  And  in  the  practice  of  medicine,  isn't  it 
largely  a  matter  of  trial  and  error"? 

A.  That  is  all  you  have  got  to  go  by  in  most 
instances. 

Q.     Now,  when  you  were  with  the  Veterans'  Ad- 
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ministration  Hospital,  I  think  you  stated  that  you 
gave  testosterone?  A.    Yes. 

Q.  Will  you  state  the  circumstances  under  which 
you  gave  it  and  how  it  was  given? 

A.  Well,  usually  the  patients  were  hospitalized 
and  most  of  our  veterans  that  were  given  testoster- 
one were  past  middle  age,  with  a  concomitant 
physical  ailment  such  as  asthma,  or  bronchiectasis, 
or  a  heart  condition,  whom  we  felt  would  give  them 
the  added  energy  perhaps  to  make  ambulatory  roll 
call  each  morning,  because  most  of  them  just  like 
to  lie  around  in  bed,  and  by  giving  them  testosterone, 
it  seemed  to  give  them  enough  energy  and  a  little 
more  libido  to  be  ambulatory  so  as  to  go  to  ambula- 
tory mess,  and  gave  them  a  sense  of  well-being  and 
took  their  minds  off  their  o^\^l  ailments  and  made 
them  a  little  more  cheerful. 

Q.  Did  you  give  any  examinations  to  these 
patients  before  giving  them  this  testosterone? 

A.     We  gave  just  a  general  physical.  [603] 

Q.    And  what  does  a  general  physical  embrace? 

A.  Why,  eye,  ear,  nose  and  throat  examination, 
heart,  Imigs,  abdomen,  prostatic  examination.  That 
is  about  all. 

Q.  By  the  way,  about  how  long  does  it  take  to 
make  a  prostatic  rectal  examination,  ordinarily. 

A.    About  30  seconds. 

Q.     In  your  experience  have  you  ever  encountered  ^ 
any  adverse  results  from  the  administration  of  tes- 
tosterone? A.     No,  sir,  I  haven't. 
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Q.  Enlargement  of  the  prostate,  as  a  rule,  is  that 
a  cancerous  condition  or  something  else? 

A.    As  a  rule,  it  is  not  a  cancerous  condition. 

Q.    What  is  it? 

A.  Well,  doctors  like  to  abbreviate  things,  they 
call  it  prostatic  hypertrophy.  It  is  simpl}^  a  benign 
enlargement  of  the  prostate.  That  is  the  most  com- 
mon cause  of  the  enlargement  of  the  prostate. 

Q.  The  other  day,  one  of  the  government  wit- 
nesses, Dr.  Heckel  (page  173)  stated  that  in  his 
opinion  males  of  middle  age  do  not  suffer  from  a 
deficiency  of  the  male  hormone.  Do  you  agree  with 
that  statement?  A.     No,  I  do  not. 

Q.  Have  you  in  your  experience  found  the  con- 
trary? A.     Yes.  [604] 

Q.  Now,  also  Dr.  Heckel  stated  that  a  male 
hormone  deficiency  in  any  person  prior  to  the  pre- 
scription of  testosterone  is  determined,  1,  by  a  care- 
ful history;  2,  hj  a  careful  physical  examination, 
and  3,  by  laboratory  tests,  such  as  an  estimation  of 
17  ketosteroids  in  the  urine.  Do  you  follow  that 
examination  in  determining  whether  or  not  a  person 
is  suffering  from  a  deficiency  prior  to  the  prescrip- 
tion of  testosterone? 

A.  No,  because,  as  I  stated  before,  this  has  to  do 
with  a  specialist's  laboratory,  laboratory  tests.  I 
don't  do  them  in  my  office.  I  don't  have  the  facil- 
ities. I  doubt  whether  the  average  clinical  labora- 
tory in  the  outlying  districts  would  be  capable  of 
doing  a  17  ketosteroid. 

Q.     Is  that  an  established  or  a  rare  test? 
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A.     It  is  a  rare  test. 

Q.  Do  you  know  of  any  doctors  that  run  that 
test  prior  to  prescribing  testosterone? 

A.  Not  in  my  section  of  town.  Perhaps  an  urol- 
ogist but  not  of  my  knowledge. 

Q.  This  same  Doctor  Heckel,  when  asked  how 
cancer  of  the  prostate  was  diagnosed,  answ^ered,  at 
page  182,  in  substance,  as  follows,  that  in  the  major- 
ity of  men  the  diagnosis  is  by  rectal  examination, 
but  that  in  early  stages,  however,  of  prostatic  can- 
cer it  may  be  necessary  to  supplement  the  rectal 
examination  with  a  biopsy,  as  there  are  two  other 
conditions  [605]  that  may  simulate  an  early  pros- 
tatic cancer;  that  one  is  a  stone  in  the  prostate  and 
the  other  is  an  area  of  inflammation.  In  your  prac- 
tice, have  you  ever  performed  a  biopsy  upon  a  per- 
son's prostate  to  determine  whether  or  not  it  was 
cancerous  ? 

A.  No ;  I  never  have  but  I  have  referred  patients 
to  an  urologist  if  I  suspected  he  might  have  cancer 
of  the  prostate. 

Q.  That  is  after  you  definitely  suspected  it  on 
diagnosis  that  you  have  made  yourself? 

A.     Yes,  sir ;  that  is  right. 

Q.  Is  it  usual  practice,  from  j'our  experience, 
for  doctors  in  this  locality  to  perform  a  biopsy  upon 
a  patient's  prostate  after  they  have  not  been  able  to 
find  it  by  a  rectal  examination?  I 

A.  I  don't  think  any  general  practitioner  would 
imdertake  to  do  anything  like  that. 

Q.     Why? 
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A.  For  one  thing,  it  requires  special  instruments, 
for  instance,  a  cystoscope,  and  I  don't  think  any 
general  practitioner  owns  one.  Consequently,  there 
are  complications  from  a  biopsy  which  a  general 
practitioner  is  not  prepared  to  meet.  One  is  bleed- 
ing. The  prostate  is  a  very  vascular  organ  and  after 
biopsy  it  is  necessary  to  coagulate  the  area  there  in 
which  you  take  the  biopsy.  This  all,  very  definitely, 
is  a  [606]  specialist's  technique,  and  it  is  a  thing  I 
would  not  be  capable  of  performing  myself.  I  imag- 
ine an  urologist  would  be  the  man  to  do  that, 
although  I  don't  know  whether  they  do  that  in  their 
offices  or  not.  It  sounds  more  like  a  hospital  pro- 
cedure. 

Q.  From  your  experience  with  patients,  what  do 
you  think  a  patient's  attitude  would  be  towards  such 
a  suggestion? 

A.  He  would  probably  never  come  back  if  you 
suggested  it. 

Q.  In  this  complaint  it  is  charged  that  testos- 
terone, 25  milligrams  per  day  or  50  milligrams  per 
day  of  methyl  testosterone,  may  accelerate  the 
growth  of  an  incipient  cancer  of  the  prostate  or  may 
cause  sterility.  From  your  experience,  do  you  be- 
lieve it  is  possible  for  you  to  diagnose  an  incipient 
cancer  of  the  prostate  ? 

A.  I  don't  know  of  anyone  who  can  diagnose  an 
incipient  cancer. 

Q.     Will  you  state  why? 

A.  ''Incipient"  means  at  its  very  beginning  or  in 
its  early  stage,  and  it  is  a  very  difficult  thing  to 
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contact.    Any  disease  in  its  incipient  form  is  practi- 
cally undiagnosable  or  midetectable. 

Q.  How  large  would  you  think  a  cancer  of  the 
prostate  would  have  to  be  before  you  could  locate 
it  by  palpation?  [607] 

A.  It  has  to  involve  one  of  the  lobes  before  it 
could  be  detected.  That  is  about  a  quarter  of  the 
prostate. 

Q.  Dr.  Heckel  the  other  day,  starting  at  page 
186,  stated,  as  to  a  patient  coming  to  a  general 
practitioner,  that,  in  his  opinion,  the  first  thing  he 
should  do  is  to  make  a  careful  examination  of  the 
patient  to  see  if  he  can  fiiid  out  what  is  producing 
the  symptoms ;  that  he  would  make  a  complete  physi- 
cal examination  from  head  to  foot,  and,  if  that  pro- 
duced nothing,  he  would  probably  examine  the  urine 
to  see  whether  there  was  any  sugar  in  it,  which 
might  give  him  a  clue  to  diabetes  which  would  pro- 
duce this  sort  of  symptoms;  that,  if  he  assumed 
there  was  no  sugar,  he  would  then  look  at  the  urine 
to  see  whether  there  was  albumin  in  the  urine  or 
casts  in  the  urine,  w^hich  would  indicate  that  the 
])atient,  in  all  probability,  would  be  suffering  from 
Bright 's  Disease  or  some  kidney  disturbance;  that 
then,  if  nothing  turned  up,  he  would  take  the  pa- 
tient's blood  pressure  and,  if  that  was  normal  and 
his  urine  negative,  he  would  probably  take  a 
blood  count  to  see  whether  the  patient  was  suffering 
from  anemia  or  had  some  blood  disturbance;  that 
there  might  be  some  indication  that  the  patient  had 
a  gastro-intestinal  disturbance  and  an  X-ray  picture 
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of  the  stomach  or  an  X-ray  picture  of  the  colon 
should  be  taken  or  a  basal  metabolic  test  made  to 
discover  whether  or  not  he  had  some  disturbance  of 
his  thyroid;  that  such  a  doctor  wouldn't  [608] 
suggest  testosterone  to  the  patient  to  be  tried  for 
a  period  of  say  four  to  six  weeks  and  see  if  those 
symptoms  were  relieved,  that  is,  that  he  might  but 
he  shouldn't.  In  your  practice,  do  you  follow  the 
method  that  has  been  outlined  by  Dr.  Heckel  as  a 
condition  precedent  to  the  administration  of  testos- 
terone ? 

A.  I  don't  think  any  general  practitioner  could 
afford  to  go  through  that  rigmarole  on  any  patient 
before  giving  such  a  simple  medicine  as  testosterone. 

Q.     Do  you  know  of  any  doctors  who  do  so  ? 

A.  No ;  I  don't.  A  general  patient  coming  in  for 
a  little  relief  of  some  fatigue,  nervousness  and  so 
forth,  is  not  prepared  to  meet  a  laboratory  examina- 
tion fee  of  upwards  of  $50  for  a  blood  count  and  so 
forth.  That  is  shotgun  laboratory  diagnosis  and  I 
don't  think  any  ordinary  patient  can  afford  that 
sort  of  treatment. 

Q.  Have  you  read  any  of  the  literature  concern- 
ing testosterone  and  its  relationship  to  growth  of 
cancer  of  the  prostate  % 

A.  There  are  articles  pro  and  con  on  the  subject ; 
yes. 

Q.    What  do  you  mean  by  pro  and  con? 

A.  Some  say  that  testosterone  will  accelerate 
growth  of  a  cancer  of  the  prostate  and  some  say  it 
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has  uo  effect  and  others  definitely  state  it  inhibits 

the  growth  of  cancer  of  the  prostate.  [609] 

Q.  Based  on  what  you  have  read  and  from  your 
experience,  do  you  consider  testosterone  to  be  dan- 
gerous'? A.     Absolutely  not. 

Q.  In  connection  mth  the  subject  of  sterility, 
taking  the  same  man,  we  will  say,  who  comes  to  you 
and  complains  of  nervousness,  fatigue  and  so  on,  as 
we  have  discussed,  from  your  experience  is  the 
question  of  sterility  or  fei'tility  of  importance  to 
such  a  man  as  compared  to  being  relieved  of  his 
symptoms  ? 

A.  Certainly  not;  especially  if  he  is  45  years  or 
over.  He  has  had  his  family  and,  if  he  has  not,  it 
is  too  late  anyway. 

Q.  Is  it  usual  for  you  to  discuss  the  subject  of 
sterility  or  fertility  with  such  an  individual  before 
prescribing  for  him? 

A.  Sometimes,  but  what  ihej  are  interested  in 
is  their  symptoms,  not  procreation  at  the  age  of 
45,  50  or  55. 

Q.  In  connection  with  your  practice,  you  receive 
considerable  literature,  do  you  from  the  various 
manufacturers  of  testosterone,  from  Ciba,  Eoche- 
Organon  and  Schering  '^ 

A.  Yes;  we  get  a  lot  of  literature  on  various 
drugs  daily. 

Q.  Do  you  consider  that  the  information  con- 
tained in  that  literature  is  authentic? 

A.     Absolutely.  [610] 

Q.     It  is,  so  far  as  you  know,  the  practice  of 
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other  doctors  that  you  know  of  to  rely  upon  the 
literature  that  is  thus  furnished  to  them  ? 

A.  As  to  the  general  practitioner,  that  is  one  of 
his  main  sources  of  current  information,  the  litera- 
ture from  the  drug  houses. 

Q.  And  that  is  furnished  l^y  what  we  know  as 
the  detail  man,  is  it  not  ? 

A.  The  detail  man  and  then  they  send  it  to  you 
through  the  mail. 

Q.  We  have  talked  about  detail  men  here.  Will 
you  explain  to  the  court  what  a  detail  man  is? 

A.  He  is  a  representative  from  the  various  drug 
houses  and  he  calls  upon  you,  the  doctor,  and  brings 
samples  of  their  various  medical  products  and  liter- 
ature pertaining  to  those  samples,  and  he  tells  you 
how  they  were  developed,  what  they  are  used  for, 
their  price,  and  he  gives  you  information  regarding 
the  drug.  Whether  it  be  new  or  old  or  whatever 
type  of  drug  it  is,  it  is  explained  to  the  general 
practitioner. 

Q.  On  the  same  subject  of  sterility,  have  you  in 
your  experience  ever  found  the  administration  of 
testosterone  to  make  a  man  sterile  ? 

A.  I  don't  think  I  have  ever  examined  for  steril- 
ity 1)ecause  a  man  complaining  of  symptoms  refer- 
al)l('  to  the  male  climacteric  has  usually  passed  the 
age  of  fertility,  and  [611]  they  are  not  interested 
in  that  and  never  inquire  about  it.  They  never  come 
to  the  doctor  and  say,  "I  can't  have  a  child.  Why 
notf"  At  45  or  50  they  are  not  interested  in  that. 
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Q.  Do  these  symptoms  you  speak  of  appear  to 
the  individual  to  be  really  distressing  ? 

A.    Absolutely. 

Q.  Have  you  examined  or  read  any  of  the  liter- 
ature on  the  subject  of  testosterone  and  its  relation 
to  sterility? 

A.     Again,  that  is  very  controversial 

Mr.  Danielson:  Just  a  mmute.  Will  you  answer 
the  question  directly  in  this  particular  case  ? 

The  Witness:  Yes;  I  have  read  it.  You  get  a 
lot  of  it. 

Q.     (By  Mr.  Elson) :     Go  ahead. 

A.     But  this  is  controversial. 

Q.     By  that  you  mean  what  ? 

A.  Some  say  it  produces  sterility.  Other  doctors 
claim  that  it  has  no  effect  on  fertility,  and  other 
doctors  even  seem  to  think  that  it  will  relieve 
sterility. 

Q.  Coming  to  the  subject  of  estrogen,  alpha  es- 
tradiol, are  you  familiar  with  that  substance  or 
drug?  A.    Yes,  sir. 

Q.  In  connection  with  your  work,  do  you  use  a 
book  called  "Physician's  Desk  Reference,  1948"? 

A.     I  have  that  on  my  desk ;  yes.  [612] 

Q.     Just  what  is  that  ? 

A.  Well,  it  is  put  out,  or  I  believe  it  is  put  out, 
by  the  Year  Book  people.  I  am  not  sure  about  that 
now.  But  it  is  a  general  therapeutic  index  to  prac- 
tically ail  drugs  manufactured  in  one  certain  year. 
You  can  find  anything  there  from  aspirin  right  on 
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up  to  penicillin.  It  includes  all  of  the  drugs  that  are 

manufactured. 

Q.  Did  you  look  at  that  work  before  you  came 
up  here  to  court  ?        A.     Yes.  I  have  it  on  my  desk. 

Q.  And  did  you  look  at  it  with  reference  to 
alpha  estradiol'^ 

A.     I  knew  that  was  going  to  come  up.  So  I  did ; 

yes.  [613] 

*     *     * 

Q.  (By  Mr.  Elson)  :  Coming  to  a  half  a  milli- 
gram tablet  of  alpha  estradiol,  a  dosage  of  two  per 
day,  in  your  opinion,  would  that  dosage  be  danger- 
ous to  a  female  in  that  it  might  accelerate  a  cancer 
of  the  breast,  cer\dx  or  uterus  ? 

A.  No,  because  we  don't  know  that  estrogen  will 
stimulate  a  cancer  of  the  breast,  cervix  or  uterus. 

Q.  What  do  you  mean  when  you  say  "we  don't 
know  it"? 

A.     I  don't  think  it  is  even  definitely  proved. 

Q.  Is  there  an  opinion  that  it  may  and  an  opin- 
ion the  other  way  that  it  may  not  % 

A.  Absolutely.  Like  in  any  phase  of  medicine, 
there  are  always  two  opinions. 

Q.  Have  you  encountered  any  adverse  results  in 
patients  who  took  alpha  estradiol "? 

A.  I  had  one  patient  who  thought  that,  if  two 
tablets  per  day  did  her  good,  she  would  take  four 
and  she  produced  uterine  bleeding  inside  of  three 
weeks.  Upon  cessation  of  the  drug,  the  bleeding 
stopped. 

Q.     On  that  subject  of  uterine  bleeding,  do  you 
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think,  if  a  woman  took  enough  alpha  estradiol  to 
cause  uterine  bleeding,  that  that  would  be  danger- 
ous to  the  woman? 

A.  No.  It  would  simply  indicate  that  she  was 
taking  too  much  and  she  should  stop.  [614] 

Q.  Has  it  been  your  experience  that  usually, 
when  women  start  uterine  bleeding,  they  come  to  the 
doctor  anyway? 

A.     Absolutely.   That  brings  them  back  in  a  rush. 

Q.  Dr.  Macdonald  stated  here — do  you  know  Dr. 
Macdonald  ? 

A.  Yes.  He  was  a  former  professor  of  mine  in 
the  University  of  Southern  California. 

Q.  Dr.  Macdonald  stated,  in  his  opinion,  such 
dosage  might  produce  acceleration  of  the  growth  of 
a  cancer  and  so  on,  and  the  danger  that  he  associ- 
ated with  it,  page  130,  was,  as  a  result  of  this  bleed- 
ing— he  said  it  is  difficult  to  tell  whether  such  bleed- 
ing is  a  result  of  the  developing  growth,  malignant 
or  otherwise,  in  the  uterus,  or  whether  it  is  simply 
due  to  a  disturbance  of  the  lining  of  the  uterus, 
from  the  use  of  the  hormone.  Now,  imder  such  cir- 
cumstances, do  you  consider  that  dangerous  ? 

A.  No.  As  a  matter  of  fact,  it  is  beneficial.  If 
a  patient  comes  in  to  you  with  uterine  ])leeding  and 
if  it  doesn't  cease,  that  is,  if  they  are  taking  estro- 
gen, if  it  doesn't  cease  upon  removal,  then  you  are 
definitely  suspicious  and  maybe  you  do  a  curette- 
ment  to  see  what  is  causing  the  bleeding.  I  think 
it  is  beneficial  for  the  patient  to  come  in. 
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Mr.  Danielson :  What  is  this  thing  you  are  going 
to  do?  [615] 

The  Witness:  A  curettement,  which  is  a  scrap- 
ing of  the  lining  of  the  womb  to  determine  whether 
there  is  an  over-development  of  the  lining  of  the 
womb  or  whether  there  is  cancer  there. 

Q.  (By  Mr.  Elson) :  Doctor,  coming  to  a  tablet 
of  alpha  estradiol  of  .1  milligrams  per  tablet  per 
day  for  a  period  of  10  days  and  thereafter  one  per 
day,  in  your  opinion,  would  the  taking  of  such  a 
dosage  of  that  quantity  be  dangerous  to  the  indi- 
vidual ?  A.     No. 

Q.  Do  you  consider  that  to  be  a  large  dose  or  a 
small  dose? 

A.  It  is  a  moderate  dose.  It  is  not  small  and  it 
is  not  large. 

Q.  You  are  familiar  with  the  dosules  used  for 
breast  development,  are  you  ? 

A.     Do  you  mean  creams,  estrogen  creams  ? 

Q.     Estrogen  creams  or  something.  A.     Yes. 

Q.  With  reference  to  count  3,  Government's  Ex- 
hibit 3,  Menformon  Dosules,  I  show  you  now  the 
exhibit,  consisting  of  the  labeling,  and  ask  you  to 
read  it.  A.    Yes. 

Q,  Doctor,  have  you  ever  used  that  product  or 
a  similar  product,  of  similar  strength?  [616] 

A.     Yes,  I  have. 

Q.    And  with  what  results  ? 

A.  I  had  excellent  results  in  one  case.  In  a 
couple  of  others  they  said  they  got  good  results  but 
in  one  case  it  very  definitely  had  a  marked  increase 
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in  the  size  of  the  bust,  following  the  administration 

for  about  three  months. 

Q.  Is  it  unusual  in  the  practice  of  medicine  for 
a  drug  to  be  efficacious  or  appear  to  have  therapeu- 
tic value  with  one  person  and  not  have  it  with 
another  ?  A.     That  is  the  rule ;  yes. 

Q.  Have  you  read  any  of  the  literature  on  the 
use  of  such  dosules  ? 

A.  Yes.  The  French  are  great  on  that  medicine. 
As  a  matter  of  fact,  I  think  they  originated  the 
work  and  had  the  original  cream,  and  they  are  very 
keen  on  it  and  have  reported  numerous  articles  in 
which  they  have  gotten  excellent  results.  I  think 
probably  they  are  a  little  biased  in  reporting  such 
a  high  percentage  of  results  but  I  do  think  you  can 
get  results  with  a  properly  selected  case. 

Mr.  Elson:    You  may  cross-examine. 

Cross-Examination 
By  Mr.  Danielson: 

Q.  Doctor,  I  believe  you  testified  you  are  now 
practicing  medicine  here  in  Los  Angeles  ? 

A.     A  general  practitioner ;  yes. 

Q.     In  private  practice  ?  [617] 

A.     Yes,  sir. 

Q.  How  long  have  you  been  so  practicing, 
Doctor? 

A.     Since  July  1,  1948. 

Q.     Roughly,  one  year?  A.     Roughly. 

Q.  Prior  to  that  time  you  were  with  the  Vet- 
eran 's  Administration  ? 
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A.     Yes;  for  two  years. 

Q.     And  prior  to  that  you  were  an  interne,  is  that 
correct?  A.     That  is  right. 

Q.     And  you  have  had  one  year  of  general  prac- 
tice so  far  ?  A.     That  is  right. 

Q.    Are  you  an  urologist.  Doctor  ? 

A.     Not  as  a  specialist ;  no. 

Q.     In    other    words,    you    don't    specialize    in 
urology?  A.     Oh,  no. 

Q.    Are  you  an  endocrinologist.  Doctor  % 

A.     No ;  not  as  a  specialist. 

Q.    Are  you  a  gynecologist?  A.     No,  sir. 

Q.     In  other  words,  you  are  in  the  general  prac- 
tice? A.     Everything  from  toenails  to  hair. 

Q.     What  is  your  professional  address?  [618] 

A.     Huntington  Park. 

Q.     I  mean  your  office  address  ? 

A.     7310  Seville  Avenue  in  Huntington  Park. 

Q.     California?  A.     California. 

Q.     Are  you  acquainted,  Doctor,  with  a  doctor  by 
the  name  of  Charles  Huggins,  or  with  his  work? 

A.     Yes;  we  studied  that  in  medical  school. 

Q.     Do  you  consider  him  to  be  an  authority  in 
his  field,  Doctor?  A.     Yes ;  he  is. 

Q.    Are  you  acquainted  personally  or  by  reputa- 
tion with  Dr.  Elmer  Belt  of  Los  Angeles? 

A.    By  reputation. 

Q.     Do  you  consider  him  to  be  an  authority  in 
this  field?  A.     Oh,  yes. 

Q.     Are   you  personally  acquainted   with   or  l)y 
rej)utation  with  Dr.  Norris  J.  Heckel  ? 
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A.     No ;  I  don 't  know  him. 

Q.     Or  Dr.  Ian  Macdonald  in  Los  Angeles? 

A.     He  was  a  professor  of  mine. 

Q.  Do  you  consider  him  to  be  an  authority  in 
his  particular  field  ?  A.     Yes.  [619] 

Q.  In  fact,  he  taught  you  a  good  deal  of  what 
you  know,  I  presume?  A.     He  surely  did. 

Q.  Are  you  acquainted  at  all  with  Dr.  Warren 
O.  Nelson  ?  A.     No ;  I  am  not. 

Q.     Of  the  University  of  Iowa? 

A.     I  don't  happen  to  be. 

Q.  You  attended  the  University  of  Iowa,  did 
you  not?  A.     Yes,  but  in  another  department. 

Q.     How  old  are  you,  Doctor  ?  A.     28. 

Q.  You  spoke  of  the  male  change  of  life  or  male 
menopause  or  climacteric  and  in  so  doing  you  men- 
tioned that  the  symptoms  would  be  comparable  to 
the  symptoms  of  the  climacteric  or  menopause  in 
the  female. 

A.     Except  for  cessation  of  menses ;  yes. 

Q.  Just  what  are  the  primary  findings  or  the 
phenomena  associated  with  the  change  of  life  in  a 
female?  Are  they  not  a  cessation  of  ovulation? 

A.     We  assume  that  to  be  the  case ;  yes.  We  can 't 
tell  but  we  know  that  to  be  true  because  the  menses  j 
cease. 

Q.  And  with  that  an  atrophy  or  shriveling  or  dis- 
use of  the  ovary  ? 

A.  Yes.  Actually,  they  don't  shrivel.  They  re- 
main the  same  size  but  they  cease  fimctioning.  [620] 
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Q.  Together  with  a  gradual  cessation  of  the  pro- 
duction of  estrogen  by  the  ovary  % 

A.     That  I  don't  know. 

Q.  Have  you  ever  conducted  any  clinical  re- 
search into  this  phenomenon? 

A.     No.    I  haven't. 

Q.  As  to  a  male,  if  there  were  comparable  symp- 
toms or  changes,  wouldn't  the  testes  take  the  place 
of  the  ovary?  A.     Roughly,  yes. 

Q.  In  other  words,  the  testes  would  cease  to  pro- 
duce their  natural  products  ?  A,     That  is  right. 

Q.  Which  would  be  sperm  and  testosterone,  is 
that  not  correct?  A,     Well,  partly  it  is. 

Q.     Are  not  sperm  produced  by  the  testes? 

A.  Yes,  but  they  are  not  necessarily  diminished 
in  later  life. 

Q.  In  other  words,  the  testes  do  not  change  as 
do  the  ovaries? 

A.  They  don't  change  in  size  and  neither  do  the 
ovaries  change  in  size. 

Q.     But  the  testes  continue  to  produce  sperm? 

A.     In  some  cases,  in  amazing  quantities. 

Q.  But  the  ovary  no  longer  produces  the  [621] 
ovum  ? 

A.  However,  some  investigators  claim  that  it 
does. 

Q.  We  are  speaking  of  the  general  run  of 
people.  A.     Yes;  they  are  both  similar. 

Q.  Doctor,  what,  if  any,  clinical  or  laboratory 
experience  have  you  had  in  determining  whether  or 
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not  the  testes  in  a  male  past  the  age  of  say  50  con- 
tinue to  produce  testosterone  ? 

A.     None  whatsoever. 

Q.  Have  you  ever  conducted  any  type  of  exami- 
nation or  analysis  to  determine  what  is  the  testoster- 
one production  of  the  glands  of  a  male  of  that  age  ? 

A.    No. 

Q.     You  have  had  no  experience  along  that  line? 

A.     No;  nor  of  a  female  on  estrogen. 

Q.  Then,  actually,  how  do  you  determine  whether 
or  not  there  is  a  deficiency  of  the  male  hormone  in 
a  male  past  that  age  ? 

A.  Simply  by  subjective  symptoms.  In  other 
words,  you  get  the  patient's  story,  and  then,  by  trial 
and  error,  you  use  testosterone  and,  if  they  are 
relieved,  you  assume  you  have  corrected  a  procedure 
or  are  using  the  correct  procedure. 

Q.  You  mentioned  some  symptoms.  You  men- 
tioned loss  of  libido  or  diminution,  loss  of  a  sense  of 
well-being,  nei'vousness,  irritability,  that  they  don't 
sleep  well  and,  "Doc,  I  just  don't  feel  well."  Those 
are  the  symptoms  on  which  you  [622]  go,  are  they? 

A.     Some  of  the  symptoms. 

Q.  Aren't  some  of  those  symptoms,  likewise,  the 
symptoms  of  fatigue  or  over-tiredness? 

A.     They  can  be  symptoms  of  most  anything. 

Q.     Tuberculosis  ? 

A.  Yes,  and  heart  disease.  They  are  general 
symptoms.  They  are  not  aU  present  in.  all  of  these 
other  diseases.  You  can  pick  out  fatigue,  which  is 
certainly  a  sjTnptom  of  many  diseases.  Nervousness 
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is  a  symptom  of  many  other  diseases.   But  they  are 
not  present  in  that  same  symptom  complex.  In  other 
words,  they  are  not  all  present  at  the  same  time. 

Q.  Are  they  all  present  at  the  same  time  in  the 
instance  of  a  male  hormone  deficiency'? 

A.     Practically  always ;  yes. 

Q.     But  not  invariably,  apparently "? 

A.     Oh,  no.  Nothing  is  invariable. 

Q.  Is  that  also  true  in  symptoms  such  as  flushes, 
sweats,  chills,  lack  of  sexual  power,  impaired  mem- 
ory, inability  to  concentrate  on  activities  or  a  ten- 
dency to  evade  them,  depression,  general  weakness 
and  poor  physical  strength?  Are  they,  likewise,  a 
part  of  this  symptom  complex? 

A.     Yes ;  they  can  be. 

Q.     But  they  are  not,  necessarily?  [623] 

A.     Not  all  the  time ;  no. 

Q.  And,  likewise,  they  are  also  symptoms  found 
in  the  many  other  diseases  to  which  you  have  just 
referred,  is  that  not  correct? 

A.     Some  of  them  are ;  yes. 

Q.  As  a  matter  of  fact,  isn't  impotence  the 
same  thing  you  referred  to  as  loss  of  libido  ? 

A.     It  is  usually  a  part  of  the  picture. 

Q.  Is  that  what  you  had  reference  to  when  you 
mentioned  a  loss  of  libido?  A.     No. 

Q.     What  did  you  refer  to  ? 

A.  Loss  of  libido  can  be  concerned  with  a  sexual 
drive  in  other  fields  besides  ability  to  have  sexual 
intercourse. 
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Q.  But  would  3^ou  consider  impotence  as  being 
one  of  these 

A.     A  part  of  loss  of  libido ;  yes. 

Q.  You  say  that  impotence  can  be  overcome  by 
male  sex  hormones?  A.     Yes;  it  can. 

Q.  Do  you  know  whether  there  are  other  causes 
of  impotence  besides  a  deficiency  of  the  male  sex 
hormone  ? 

A.  One  of  the  biggest  of  them  is  psychogenic 
and,  if  a  person  has  lost  his  impotence  by  virtue  of 
psychogenesis,  a  male  sex  hormone  would  not  give  it 
back  to  him.  [624] 

Q.     What  would  give  it  back  to  him  ? 

A.  It  might  through  suggestion,  which  makes  it  a 
therapeutic  drug. 

Q.  Of  course,  a  sugar  pill  would  perform  the 
same  function,  wouldn  't  it,  if  the  man  believed  in  its 
efficacy  ? 

A.     It  is  a  marvelous  drug  sometimes. 

Q.  But  the  cause  of  the  renewed  potencj^  would  1 
be  psychological  rather  than  the  testosterone  in  that  i 
case?  A.     What  do  you  mean  by  the  cause?        > 

Q.     What  would  give  him  back  his  potency?  j 

A.  The  drug  through  suggestion,  because  it  is  j 
just  as  effective  mentally  as  physically  but 

Q.     But  a  sugar  pill  would,  likewise,  wouldn't  it?  I 

A.    Yes,  sir. 


The  Witness :  Of  course,  as  a  rule,  men  seeking  a 
cure  for  impotency  don't  take  sugar  pills. 

Q.  (By  ^Ir.  Danielson)  :  But  in  psychogenic 
cases  one  has  worked  the  same  as  the  other  one  ? 
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A.  Yes.  We  are  interested  in  helping  the  pa- 
tient and,  if  the  patient  gets  relief,  that  is  what  we 
are  after. 

Q.  But,  so  far  as  you  are  concerned,  the  sugar 
pill  would  work  as  well  as  the  testosterone  ? 

A.     That  is  right.  [625] 

Q.  It  is  the  fact  that  the  doctor  is  giving  some- 
thing that  overcomes  that  ? 

A.  Yes;  plus  massive  doses  of  reassurance  in 
many  cases. 

Q.  Doctor,  is  it  not  true  that  the  general  indica- 
tion for  sex  hormone  therapy  is  to  replace  something 
that  nature  either  has  failed  to  provide  or  no  longer 
provides  in  adequate  quantity? 

A.  That  is  right.  All  hormone  therapy  is  replace- 
ment therapy. 

Q.  Then,  as  a  condition  precedent  to  any  bona 
fides,  would  be  a  shortage  or  a  deficiency  of  the 
hormone  ? 

A.     Will  you  state  that  again,  please? 

Q.  A  condition  which  is  prerequisite  to  any  need 
for  hormone  therapy  is  a  deficiency  in  the  hormone, 
is  that  not  correct? 

A.     Mentally  or  physically;  yes. 

Q.  You  have  to  be  short  of  hormones  before  you 
need  hormones  in  that  case  ? 

A.     Or  think  you  are  short  of  them. 

Q.  We  are  talking  about  real  factors  rather  than 
psychological  at  the  moment. 

A.  You  can't  divorce  the  two.  You  have  got  to 
think  of  them  together. 
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Q.  Doctor,  you  have  stated,  however,  that  re- 
placement [626]  therapy  is  the  keystone  of  hormone 
therapy  ?  A.     Absolutely. 

Q.  And  in  making  up  for  something  which  Na- 
ture is  not  now  providing'? 

A.     In  sufficient  quantity. 

Q.  In  other  words,  in  your  testimony  as  to  the 
Menformon  Dosules  or  estrogenic  ointment  for 
cosmetic  development  of  the  bust,  you  stated  that  in 
a  properly  selected  case  you  could  expect  favorable 
results.  Just  what  do  you  mean  by  a  properly  se- 
lected case.  Doctor  ? 

A.  A  female  past  puberty.  In  other  words,  you 
can't  take  a  young  girl,  because  she  hasn't  even 
come  into  puberty.  And  we  know  that  during  pub- 
erty is  when  the  female  hormones  start  to  increase. 
You  have  to  take  a  female  past  puberty  who  has 
definitely  shown  her  estrogen  level  is  not  going  to 
increase  to  the  point  where  she  is  going  to  develop 
the  bust. 

Q.     That  is  a  hypogonad,  is  it  not  ? 

A.  Or  just  a  lack  of  estrogens.  You  take  a 
woman  past  say  18  or  20  and  you  know  that  they  are 
not  going  to  get  any  further  development  in  bust 
through  their  own  natural  hoimonal  development. 
You  are  going  to  have  to  supiDly  it. 

Q.  This  is  a  person  whom  you  have  determined 
will  not  get  further  development  through  her  own 
natural  supply  of  hormones?  [627] 

A.     Yes,  sir. 

Q.     She  is  deficient  in  hormoues,  is  she  not? 


' 


El-0-Pathic  Pharmacy,  et  al.,  etc.  815 

(Testimony  of  Dr.  Paul  Edward  Travis,  M.D.) 

A.     Yes;  she  is. 

Q.  That  is  not  just  any  normal  woman  walking 
down  the  street,  is  it?  A.     No. 

Q.  When  you  qualitied  your  answer  by  saying 
"in  a  properly  selected  case,"  you  were  referring 
only  to  this  woman  who  had  a  deficiency  in  hor- 
mones, is  that  not  correct  I 

A.  No.  What  I  meant  was  a  woman  past  pub- 
erty. 

Q.  And,  likewise,  deficient  in  the  hormone,  is 
that  not  correct,  if  she  has  a  very  small  bust? 

A.     She  is  usually  deficient  in  that. 

Q.  Will  you  answer  my  question?  You  were 
referring  to  a  woman  who  is  deficient  in  the  hor- 
mones, is  that  not  correct  ? 

A.  If  she  has  a  flat  bust  and  she  is  deficient  in 
hormones.    That  is  what  I  mean. 

Q.    And  if  she  is  deficient  in  hormones? 

A.     Yes. 

Q.     Doctor,  have  you  ever  removed  a  prostate? 

A.     No. 

Q.  Have  you  ever  treated  anyone  for  carcinoma 
of  the  prostate  ? 

A.  Yes,  I  have.  I  have  a  patient  under  treat- 
ment now.  [628] 

Q.     Are  you  using  sex  hormone  therapy  ? 

A.    Yes;  stilbestrol. 

Q.     That  is  the  female  hormone,  is  it  not? 

A.    Yes ;  that  is  right. 

Q.  Would  you  feel  safe  in  putting  this  man  on 
testosterone  at  this  time? 
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A.     I  wouldn't  hesitate ;  no. 

Q.     Have  you  done  so? 

A.  No.  But  I  wouldn't  hesitate  if  it  was  neces- 
sary to  relieve  certain  sjonptoms.  [629] 

Q.  (By  Mr.  Danielson) :  Have  you  referred  this 
patient  to  an  urologist,  by  any  chance,  Doctor? 

A.     Yes,  and  the  patient  has  come  back. 

Q.  Now,  you  likewise  stated,  Doctor,  that  a  busy 
general  practitioner  would  not  have  time  to  conduct 
a  very  thorough  physical  examination,  the  type  of 
physical  examination  which  was  described  to  jou  by 
Mr.  Elson  in  the  course  of  your  examination? 

A.  That  is  right.  It  would  take  you  roughly  two 
hours. 

Q.  What  is  the  usual  examination  for  determin- 
ing the  presence  of  prostatic  cancer? 

A.    You  mean  if  the  patient  comes  in  to  you? 

Q.  Yes,  the  ordinary,  routine  examination,  what 
is  that? 

A.  Well,  if  I  suspect  cancer  of  the  prostate,  I 
simply  refer  the  patient  to  an  urologist,  but  usually 
if  you  are  just  going  through  a  routine  examination, 
you  do  a  rectal  examination. 

Q.     A  rectal  examination,  is  it  usual? 

A.     That  is  right. 

Q.  That  is  the  one  you  refer  to,  is  it  not,  as  tak- 
ing about  30  seconds  ?  A.     That  is  right. 

Q.  In  other  words,  in  about  30  seconds,  the  doc- 
tor can  make  the  usual  examination  for  cancer  of 
the  prostate?  [630]  A.     Absolutely. 
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Q.  Don't  you  think  that  a  very  busy  practitioner 
would  not  have  time  to  do  that,  where  a  patient  came 
in  to  a  doctor  and  gave  him  a  30-second  examination  ? 

A.  You  usually  do  that,  but  you  certainly  do 
not  take  gastro-intestinal  X-rays  and  make  all  the 
other  special  time-consuming  examinations  that  the 
doctor  mentioned. 

Q.  When  you  make  your  rectal  examination  and 
you  find  something  which  gives  you  suspicion  of 
cancer,  did  you  not  just  testify  that  you  refer  that 
man,  then,  to  an  urologist? 

A.  That  is  right.  He  has  fewer  patients  and  takes 
more  time. 

Q.     And  is  more  specialized  ? 

A.     That  is  right. 

Q.  And  who  conducts  probably  more  thorough 
examinations  on  that  particular  point? 

A.     He  follows  the  patient  up,  that  is  correct. 

Q.  In  other  words,  as  a  general  practitioner,  you 
make  this  quick,  the  rectal  examination.  If  you 
have,  then,  reason  to  suspect  cancer,  then  you  refer 
them  to  the  specialist  for  the  more  detailed,  more 
technical  examination  ? 

A.     That  is  certainly  right. 

Q.  Now,  Doctor,  you  were  asked  as  to  testimony 
appearing  on  page  176  of  our  transcript,  how  is  male 
hormone  deficiency  in  any  person  determined — I  am 
accenting  the  word  [631]  "determined"  as  opposed 
to  trial  and  error  or  guesswork. 

A.     Determined  by  first  a  careful  history."  Is 
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that   an   unusual   situation?   You   always   take   the 

history  of  your  patients,  do  you  not,  Doctor? 

A.     Oh,  yes.  j 

Q.     "2.    A  careful  physicial  examination."  When  J 
a  patient  comes  to  you  and  says,  "Doc,  I  just  don't' 
feel  well, ' '  you  make  a  physical  examination,  do  you 
not? 

A.  I  start  in  there  to  go  from  head  to  toe,  that  is 
correct. 

Q.  And  then,  "3.  There  are  some  laboratory 
tests  that  will  aid  in  diagnosis  such  as  the  estimation 
of  the  17  ketosteroids  in  the  urine."  That  is  a  spe- 
cialized test,  is  it  not?  A.     Yes,  it  is. 

Q.  Now,  Doctor,  you  testified,  however,  on  that 
point  that  a  general  practitioner  would  not  have  the 
time  to  perform  these  tests,  because  they  are  all 
specialized  tests.  You  are  really  only  referring  to 
the  one  relative  to  the  17  ketosteroids,  weren't  you, 
Doctor  ? 

A.     That,  plus  a  cystoscope  examination  would  be  j 
considered  specialized. 

Q.  By  taking  their  history,  plus  the  physical 
examination,  you  don't  feel  that  they  are  specialized 
for  the  average  practitioner,  do  you  ?  [632] 

A.     That  is  right.    You  do  those  every  day. 

Q.  Doctor,  have  you  ever  performed  a  biopsy  on 
a  patient,  on  the  prostate? 

A.     No,  sir,  I  haven't. 

Q.  But  I  believe  you  testified  that  you  were  not 
capable  of  performing  one  or  at  least  not  prepared 
to  perform  one? 

A.     That  is  right.  I   don't  believe  any  general 
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practitioner  is  prepared  to  do  a  biopsy  of  the  pros- 
tate in  liis  office. 

Q.    And  an  urologist  could  perform  one? 

A.  Yes,  I  imagine  so,  but  I  still  think  he  would 
take  the  patient  to  the  hospital. 

Q.  But  he  can  perform  it  in  the  hospital  or  else- 
where? A.     Oh,  yes,  he  is  capable  of  it. 

Q.  And  did  you  not  testify  that  when  you  sus- 
pect cancer  of  the  prostate,  you  refer  a  man  to  an 
urologist?  A.     That  is  right. 

Q.     For  further  examination? 

A.     That  is  right. 

Q.  Now,  as  to  cancer  of  the  prostate,  you  testi- 
fied that  you  can't  diagnose  it  when  it  is  incipient, 
yet,  you  also  testified,  Doctor,  that  you  have  diag- 
nosed at  least  one  cancer  of  the  prostate,  in  treating 
a  man.  A.     That  is  right.  [633] 

Q.     About  how  large  was  it  ? 

A.     The  cancer  of  the  prostate? 

Q.     The  cancer,  yes. 

A.  It  had  consumed  an  entire  lobe  or  half  of  the 
prostate. 

Q.     And  you  are  treating  it?  A.     Yes. 

Q.  Do  you  feel  that  a  cancer  can  be  diagnosed  at 
an  early  stage  so  that  it  can  be  subjected  to  some 
beneficial  treatment  ? 

A.  Even  this  one  was  at  a  far-advanced  stage. 
Yet,  he  is  getting  benefit,  very  definitely,  even 
though  it  was  a  far-advanced  cancer  when  he  canu^ 
to  me. 
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Q.  If  a  cancer  is  diagnosed  at  an  early  enough 
stage,  the  earlier  the  diagnosis,  the  better  the  treat- 
ment, is  that  the  theory  on  them  ? 

A.     That  certainly  is,  especially  in  cancers. 

Q.  And  the  smaller  you  can  catch  them,  the 
better  off  you  are  ? 

A.  Well,  size  really  does  not  have  anything  to  do 
with  it.  It  is  its  stage  of  growth,  whether  or  not  it  is 
spread  beyond  its  boundaries  into  other  organs  or 
things  like  that. 

Q.  So  long  as  it  is  confined  to  its  original  situs 
and  is  fairly  reasonably  small,  joii  can  give  some 
beneficial  therapy?  [624] 

A.     Well,  size  doesn't  have  anything  to  do  with 
it,  but  as  long  as  you  say  early  cancer,  when  it  is  I 
early,  before  it  is  spread  to  other  organs,  then  is  the 
time  to  get  it  and  take  it  out. 

Q.  Would  that  be  more  or  less  the  status  of  the 
one  you  diagnosed  ? 

A.  No.  My  man  came  to  me  with  far-advanced 
cancer,  with  metastasis  throughout  his  body. 

Q.  But  they  can  be  diagnosed  before  that  spread, 
before  that  metastasis?  A.     Yes. 

Q.  And  that  would  be  considered  in  its  early 
stage?  A.     Not  too  early. 

Q.     But  fairly  early?  A.     Yes. 

Q.  You  have  testified  that  there  is  quite  a  differ- 
ence in  opinion  on  the  effect  of  testosterone  on  can- 
cer of  the  prostate.  I  believe  you  testified  that  some 
doctors  even  say  that  testosterone  will  inhibit  cancer 
of  the  prostate,  is  that  right  ?  A.     That  is  right. 
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Q.     Will  you  state  for  me  any  such  authority  1 

A.  There  was  an  article  in  The  New  England 
Journal  of  Medicine  two  years  ago,  and  it  was  a 
s}Tnposium  on  male  hormone  and  its  effect  on 
cancer  of  the  prostate.  I  read  it  down  at  [635] 
Phoenix.  The  New  England  Journal  of  Medicine  is, 
as  you  know,  a  journal  conducted  by  the  Massachu- 
setts General  Hospital,  and  they  have  many  of  the 
world's  best  authorities  in  various  fields  at  that 
hospital.  They  had  a  symposium  on  the  effect  of 
male  hormones  on  the  prostate  gland.  And  they  had 
the  consensus  of  opinion.  They  were  very  much 
divided. 

Q.  Would  you  say  that  this  article  contends  that 
testosterone  inhibits  the  growth  of  cancer  of  the 
prostate  % 

A.  One  man  worked  with,  I  believe  it  was  mon- 
keys, and  had  found  that  very,  very  large  doses  of 
testosterone  had  inhibited  artificially  produced  can- 
cer of  the  prostate. 

Q.  That  is  the  gist  of  this  article  to  which  you 
are  referring? 

A.  No.  That  was  one  of  the  points.  It  was  a  pro 
and  con  article,  a  symposium. 

Q.  That  was  one  man's  opinion  based  upon  this 
experience  with  a  monkey,  in  other  words,  is  that 
correct?  A.     That  is  right. 

Q.  Rather  than  the  gist  of  the  article  that  you 
have  referred  to? 

A.  Well,  the  gist  of  the  article  was  a  symposium, 
with  pro  and  con  opinions. 
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Q.  It  was  a  group  of  various,  varying  opinions, 
in  other  words? 

A.  That  is  right.  Everj^one  seemed  to  have  a 
different  [636]  opinion. 

Q.  And  the  one  to  which  you  referred  as  saying 
that  it  inhibited  the  growth  of  the  cancer  of  the 
prostate  referred  to  this  one  man's  experience  with 
a  monkey  ? 

A.     With  a  group  of  monkeys,  yes,  he  ran  a  series. 

Q.  One  man's  experience  with  a  group  of  mon- 
keys. 

To  get  back  to  the  cosmetic  effect  on  the  busts  of 
women,  for  one  moment,  is  it  not  true,  Doctor,  that 
there  are  at  least  a  few  women,  I  would  not  say 
many  women,  who  have  flat  busts  and  yet  are  not 
deficient  in  female  hormone  ?  A.     Probably  so. 

Q.  As  a  matter  of  fact,  that  is  true,  is  it  not, 
Doctor?  A.     It  probably  is,  yes. 

Q.  Are  you  acquainted  with  Dr.  Samuel  Glass  or 
are  you  acquainted  with  him  by  reputation  ? 

A.     I  have  read  some  of  his  articles,  yes. 

Q.  Do  you  consider  him  to  be  an  authority  in  this 
field? 

A.  I  believe  he  is  considered  to  be  an  author it.y, 
yes. 

Q.  I  wish  to  understand  one  of  your  statements 
a  little  more  fully.  In  your  testimony,  you  stated  in 
referring  to  a  biopsy  of  the  prostate,  that  if  a  such 
a  thing  were  suggested  to  a  patient,  he  probably 
would  not  come  back  again? 

A.     The  general  patient  coming  to  a  general  prac- 
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titioner  wanting  relief  from  certain  symptoms,  if 
you  start  out  mentioning  [637]  to  him  a  surgical 
procedure,  they  begin  to  think  that  your  real  inten- 
tions are  not  all  that  they  should  be  and  they  usually 
don't  come  back. 

Q.  But,  as  a  matter  of  fact,  there  may  be  several 
things  that  a  doctor  may  have  to  tell  a  patient  from 
time  to  time  which  will  either  scare  or  disappoint  at 
least  a  patient,  isn't  that  true? 

A.  Oh,  certainly,  but  you  usually  don't  start  out 
that  way. 

Q.  In  good  professional  practice,  though,  you 
would  start  and  have  to  carry  these  things  out, 
whether  he  liked  them  or  not,  wouldn't  you? 

A.     We  try  not  to  start  out  that  way,  though. 

Q.  But,  if  a  treatment  were  indicated,  you  would 
have  to  in  the  interest  of  your  patient  carry  out 
whatever  step  was  necessary? 

A.  You  tell  the  patient  that  that  step  is  neces- 
sary, but  you  don't  carry  it  out,  unless  they  consent. 

Q.  Sure,  but  nevertheless  if  a  piece  of  surgery  is 
necessary,  regardless  of  whether  the  patient  likes  it 
or  not,  you  are  going  to  tell  him  it  is  necessary, 
aren't  you? 

A.  That  is  right,  but  I  don't  consider  routine 
biopsies  of  the  prostate  a  necessary  piece  of  surgery 
in  any  patient. 

Q.  Nevertheless,  if  you  had  a  suspicion  of  cancer 
of  the  prostate,  referred  your  patient  to  the  urolo- 
gist and  [638]  diagnosis  became  so  obscure  that  it 
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was  necessary  to  perform  one,  you  would  not  hesi- 
tate to  advise  a  biopsy  ? 

A.  No.  If  I  suspected  cancer  of  the  prostate,  I 
would  certainly  refer  the  patient  to  the  urologist 
who  would  advise  the  biopsy. 

Q.  Regardless  of  whether  the  patient  liked  the 
idea,  you  would  still  tell  him  it  was  necessary? 

A.     That  is  right. 

Q.  In  this  case  of  the  cancer  of  the  prostate,  you 
said  in  treating  it,  you  used  stilbestrol  *? 

A.     Dj^ethyl-stilbestrol. 

Q.     Why  have  you  used  stilbestrol  on  this  patient  ? 

A.     Because  it  alleviates  symptoms. 

Q.  As  a  matter  of  fact,  isn't  it  because  it  tends 
to  counteract  the  influence  of  testosterone  ? 

A.     I  don't  know,  but  it  just  relieves  symptoms. 

Q.  But,  as  a  matter  of  fact,  isn't  it  true  that  the 
literature  holds  at  least  that  the  stilbestrol  tends  to 
counteract  or  offset  the  action  of  the  testosterone  % 

*     *     * 

A.     I  will  say  I  don 't  know. 

Q.     You  don't  know?  [639] 

A.     That  is  right. 

Mr.  Danielson:    Very  good.    Thank  you. 

Q.  Is  it  not  true,  in  treatment  of  cancer  of  the 
prostate,  that  castration  is  frequently  resorted  to  ? 

A.  I  have  never  in  my  experience  had  that  hap- 
pen— had  to  do  that,  no,  sir. 

Q.     You  have  never  done  that?  A.     No,  sir. 

Q.  Are  you  familiar  with  good  medical  practice 
along  with  treatment  of  cancer  of  the  prostate  ? 
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A.  Yes.  I  believe  they  are  no  longer  doing  cas- 
tration in  general  out  in  private  practice.  That 
certainly  is  experimental.  I  believe  Huggins  in  about 
1941  started  a  series  of  cases  in  which  he  did  orchiec- 
tomies, or  castrations. 

Q.     Yes. 

A.  But  I  believe  they  have  ahnost  stopped  doing 
that,  now,  because  of  the  terrific  psychogenic  trauma 
that  was  produced,  and  now  they  are  simply  giving 
large  doses,  very  large  doses  of  dyethyl-stilbestrol. 

Q.  In  other  words,  they  use  the  stilbestrol  to 
take  the  place  of  the  castration,  is  that  correct? 

A.     Apparently,  yes. 

Q.  If  you  were  to  hear  Dr.  Elmer  Belt  testify 
that  castration  is  practiced  for  that  purpose,  would 
that  tend  to  change  your  opinion?  [640] 

A.  Certainly,  if  in  his  practice  he  does  that,  that 
is  fine.  I  would  not  certainly  do  it  in  mine. 

Q.  That  would  change  your  opinion  as  to 
whether  or  not  it  was  still  being  practiced  ? 

A.     Still  being  praticed  in  office  clinics. 

Q.  And  if  you  heard  Dr.  Huggins  testify  to  the 
same  effect,  that  the  same  practice  was  still  being 
practiced  in  1949,  would  that  change  your  opinion 
as  to  whether  it  was  still  in  general  practice? 

A.  No.  Dr.  Huggins  happens  to  be  connected 
with  the  University  Hospital,  in  which  he  can,  very 
frankly,  get  away  with  experiments. 

Q.     Now,  I  asked  you  a  question. 

A.     No.    It  would  not  change  my  opinion. 
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Q.  Then,  you  would  still  say  that  castration  is 
not  in  general  practice  today? 

A.     That  is  right. 

Q.  Even  though  Dr.  Belt  and  Dr.  Huggins  gave 
testimony  to  the  contrary  ? 

A.  That  is  right,  because  I  know  other  urologists 
who  would  testify  to  the  contrary. 

Q.  Have  you  ever  conducted  any  analysis  to 
determine  definitely  whether  males  over  the  age  of 
say  50,  this  climacteric  age  to  which  you  refer,  do  or 
do  not  produce  testosterone  ?  [641] 

A.     No,  sir,  I  haven't. 

Q.  Now,  as  to  sterility,  you  stated  on  direct  ex- 
amination that  at  45  it  is  too  late  for  a  male  to  have 
children.  You  did  not  exactly  mean  that,  did  you, 
Doctor  I 

A.  No.  What  I  meant  was  that  he  usually 
doesn't  prefer  children  at  that  age. 

Q.  By  the  way,  you  don't  mean  that  a  man  is 
sterile  at  45,  whether  he  likes  it  or  not,  do  you  ? 

A.  No,  no.  Many  of  them  remain  fertile  at  86. 
The  newspapers  said  so,  anyway. 

Q.  And  you  also  stated  that  the  question  of  fer- 
tility has  never  come  up  in  your  practice,  that  is  in 
men  over  the  age  of  45  ■?  A.     That  is  right. 

Q.  Have  you  had  very  extensive  practice  in  the 
field  of  sterility,  Doctor? 

A.  I  have  conducted  sperm  counts  and  basal 
temperatures  for  couples  desiring  children,  yes. 
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Q.  Have  you  liad  a  very  extensive  practice  along 
that  line  ? 

A.  About  a  dozen  patients — couples,  a  dozen 
couples. 

Q.  As  to  those  symptoms  of  the  male  menopause, 
again  I  don't  wish  to  enumerate  them,  unless  you 
wish.  A.     I  remember  them. 

Q.  I  think  we  all  have  them  in  mind.  What  did 
people  [642]  use  for  the  purpose  of  treating  those 
symptoms  prior  to  the  advance  of  testosterone,  Doc- 
tor? A.     Probably  sugar  pills. 

Q.  And  that  has  not  been  much  over  ten  years 
ago,  since  testosterone  became  available? 

A.     Ten  to  15  years. 

Q.     Recently  in  medical  experience  ? 

A.     That  is  true. 

Q.  Sugar  pills  would  have  been  the  treatment 
prior  to  that  time?  A.     Or  Cascara,  yes. 

Q.  Now,  you  mentioned  in  response  to  a  ques- 
tion that  you  thought,  as  to  the  effect  that  testoster- 
one would  have  sterility,  that  apparently  in  effect 
there  were  three  schools  of  thought,  some  said  it 
would  produce  sterility,  some  said  it  would  not  do 
anything  in  particular  and  others  said  it  would  in- 
crease fertility?  A.     That  is  right. 

Q.  What  is  your  opinion  on  the  basis  of  your 
training,  experience  and  study? 

A.  Well,  as  I  say,  I  have  never  examined  a 
patient  for  sterility  or  fertility. 

Q.  You  do  not  personally  have  an  opinion  as  to 
that,  as  yet,  is  that  correct? 
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A.  Not  for  patients  who  wish  relief  for  male 
climacteric  [643]  symptoms.  I  had  one  couple  who 
desired  a  child  and  the  husband  had  been  a  veteran 
in  the  South  Pacific  about  five  years  and  when  he 
came  back  he  was  a  little  bit  impotent  and  he  also 
had  very  low  sluggish  sperm  count,  and  upon  ad- 
ministration of  testosterone  propiniate,  which  is 
another  form  of  testosterone  (you  administer  that 
b}^  injection  form  twice  weekly),  the  wife  conceived 
and  his  sperm  count  subsequently  became  elevated 
and  the  sperm  count  became  more  motile,  the  sperms 
became  more  motile. 

Q.     Was   that   at  Phoenix,   Doctor? 

A.     No.    This  has  been  in  my  private  practice. 

Q.  Now,  do  you  have  an  opinion.  Doctor,  as  to' 
whether  or  not  the  use  of  testosterone  will  inhibit 
the  generation  of  sperm  or  will  increase  the  gener- 
ation of  sperm  or  will  have  no  effect  upon  it  ? 

A.     I  think  it  depends  upon  the  age  of  the  patient. 

Q.  You  have  no  definite  opinion  on  that,  then, 
is  that  correct? 

A.  That  is  right,  just  from  what  I  have  observed 
in  my  own  practice. 

Q.  Now,  to  get  back  to  the  uterine  bleeding,  the 
use  of  the  alpha  estradiol.  Have  you  ever  used  these 
5  milligram  tablets  of  alpha  estradiol  on  anyone, 
Doctor? 

A.  No.  I  prefer  another  preparation.  I  just 
happen  to  use  another  preparation  similar  to 
it.  [644] 
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Q.     You  have  not  used  this  particular  prepara- 
tion ?  A.     No. 

Q.     But  you  have  used  a  similar  one,  though,  in 
your  therapy,  in  your  practice? 

A.     Oh,  yes,  many  times. 

Mr.  Elson:    Just  a  minute,  counsel.  I  think  you 
said  5  milligrams. 

Mr.  Danielson:    .5  milligrams.    I  am  sorry.    Cor- 
rect it  to  .5  milligrams. 

Q.     Is  that  the  instance  in  which  you  mentioned 
producing  uterine  bleeding  in  three  weeks  time  ? 

A.     That  is  right. 

Q.     And  I  believe  you  stated  by  the  patient's  own 
volition  the  dosage  was  up  to  four  tablets  a  day? 

A.     Yes.     That  was  a  Premarin,  a  preparation 
called  Premarin. 

Q.     What  is  the  concentration  of  that  ? 

A.     There   are   four   concentrations   put   out  by 
Ahert-MeKenna  Company. 

Q.     What  dosage  was  she  taking  I 

A.  She  was  taking  1.25  milligrams  capsule 
,  nightly,  which  they  put  out,  a  1.25  milligram  cap- 
sule. She  happened  to  be  taking  two  of  the  .625, 
I  which  is  the  same  thing,  and  she  doubled  her  dose 
1  just  like  many  people  think  if  two  is  going  to  do 
I  you  good,  four  will  do  you  better,  and  she  com- 
j  menced  uterine  [645]  bleeding  in  three  weeks. 
j  Q.  What  it  boiled  down  to  in  gross,  she  was 
taking  1.25  milligrams? 

A.     She  was  taking  21/2  milligrams. 

!     Q-    21/2? 
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A.     Yes,  and  she  was  taking  four  of  the  .625. 

Q.     And  this  daily  produced  the  uterine  bleeding  ? 

A.     In  three  weeks,  yes. 

Q.  I  understood  you  to  say  that  this  was  some- 
times a  beneficial  result,  this  uterine  bleeding,  in- 
directly'? 

A.  Beneficial  result  because  the  patient  returns 
to  you.   They  are  more  worried. 

Q.  In  other  words,  jou  have  more  business  then, 
is  that  it  ? 

A.  No.  You  can  catch  something  early  that  might 
be  dangerous,  such  as  cancer. 

Q.     And  how  do  you  detect  that? 

A.     By  this  curettement. 

Q.  What  does  that  consist  of,  Doctor,  the  curette- 
ment? 

A.  First  of  all,  if  the  patient  is  on  a  female 
estrogen,  you  are  going  to  take  it  ofl  of  it  and  see  if 
her  bleeding  stops. 

Q.     Surely. 

A.  If  it  doesn't  stop,  then  you  have  to  go  ahead 
and  determine  why  she  continues  to  bleed,  and  one 
of  the  simplest  [646]  methods  is  simply  to  scrape 
out  a  lining  of  the  womb  and  examine  the  cells  in 
the  lining  of  the  womb  microscopically.  That  will 
tell  you  whether  you  are  dealing  with  a  hj^perplasia, 
with  excessive  amount  of  lining  of  the  womb,  or 
whether  you  are  dealing  with  a  malignant  process 
such  as  cancer.  , 

Q.     And  that  is  removed? 

A.     You  do  that  in  excessive  bleeding. 
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Q.  And  you  do  that,  then,  in  order  to  determine 
what  is  the  persistent  bleeding  of  the  patient  ? 

A.  If  just  upon  removal  of  the  female  estrogen, 
she  doesn't  cease  to  bleed. 

Q.  In  many  of  those  cases,  apparently  you  do  not 
actually  find  cancer,  then,  is  that  correct  % 

A.     That  is  right. 

Q.  And  in  those  cases  the  surgery  has  been  ne- 
cessitated for  no  good  reason,  has  it,  Doctor? 

A.  It  certainly  relieved  yourself  and  the  patient, 
if  she  doesn't  have  cancer. 

Q.     What  is  that? 

A.  You  have  relieved  yourself  and  the  patient 
that  she  does  not  have  cancer.  Of  course  that  is  what 
brings  them  in  to  you,  she  is  worried  about  cancer. 
They  have  already  read  articles  in  magazines  that 
uterine  bleeding  is  one  of  the  cardinal  signs  of 
cancer  of  the  womb.  And  if  upon  cessation  of  the 
female  hormones,  they  don't  cease  bleeding,  the 
woman  [647]  soon  comes  in  to  see  you  and  inquires 
about  whether  or  not  she  has  cancer.  And  to  put 
her  completely  at  rest,  you  must  do  a  curettement. 

Q.  (By  Mr.  Danielson)  :  But,  in  the  cases  in 
which  there  was  no  cancer  found  upon  this  curette- 
ment, the  surgery 

The  Witness:    Then  usually  the}^  stop 


Mr.  Danielson :  May  I  ask  the  question  ?  In  other 
words,  in  these  cases  in  which  you  find  no  cancer, 
the  surgery  has  been  more  or  less  unnecessary, 
hasn't  it? 

A.     No.      You   find   something   else   that   causes 
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bleeding,  such  as  a  polyp  or  fibroid  or  a  paraplastic 
due  to  some  other  causes. 

Q.  Are  you  familiar  at  all  with  the  work  of  Dr. 
Robert  A.  Kimbrough,  an  M.D.? 

A.     No,  I  am  not. 

Q.  And  Dr.  S.  Leon  Israel,  M.D.  of  Pliiladel- 
phia?  A.     No,  I  am  not. 

Q.  And  have  you,  by  any  chance,  read  an  article 
entitled  The  Use  and  Abuse  of  Estrogen,  appearing 
in  the  Journal  of  the  American  Medical  Association, 
December  25,  1948? 

A.     No,  sir,  I  haven't  read  that  article. 

Q.  I  would  like  to  ask  you  a  question  there.  On 
page  7  of  that  article,  there  is  this  statement: 

''The  unfortunate  faculty  of  estrogen  of  inducing 
uterine  bleeding  in  the  postmenopausal  woman  is 
indirectly  responsible  [648]  for  many  instances  of 
neglected  carcinoma  of  the  uterus."  Do  you  agree 
with  that  statement,  Doctor'? 

A.  No,  I  don't,  because  a  woman  bleeding  from 
the  womb  will  come  in  to  you  and  you  will  be  able 
to  make  a  diagnosis.  If  you  are  a  conscientious 
practitioner,  you  will  withdraw  the  drug  from  use 
and  if  she  does  not  cease  to  bleed,  then  you  will 
investigate  the  bleeding. 

Q.  Supposing  she  buys  this  drug  on  being  under 
your  supervision,  then,  Doctor? 

A.  Then  she  starts  to  bleed,  then  she  comes  in 
to  us. 

Q.     It  will  still  cause  the  bleeding? 
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A.  Oh,  absolutely.  Then  they  come  in  to  you  and 
you  start  from  there. 

Q.  And  it  is  true,  is  it  not,  sometimes  the  uterine 
bleeding  is  brought  about  by  just  the  use  of  the 
hormone  f 

A.  Oh,  yes,  in  many  cases  uterine  bleeding  may 
be  produced  by  the  estrogen. 

Q.  Then,  if  any  person  developed  uterine  bleed- 
ing and  attributed  it  to  the  use  of  the  hormone,  they 
would  probably  come  in  to  have  an  examination 
made,  then,  would  they  nof? 

A.  Well,  what  they  probably  would  to  would  be 
to  stop  the  hormone  and  if  the  bleeding  continued, 
then  they  would  become  worried  and  seek  medical 
advice. 

Q.  On  the  basis  strictly  of  your  familiarity  with 
the  use  of  these  products,  Doctor,  would  you  advise 
one  of  such  [649]  patients,  either  a  woman  of  this 
period  to  which  we  have  just  referred  or  a  man  in 
this  male  climacteric  to  which  we  have  referred,  to 
take  such  amounts  of  these  hormones  as  he  might 
wish,  without  the  continued  advice  of  the  doctor? 

A.  They  are  certainly  harmless  and  in  prescribed 
doses  they  are  perfectly  all  right,  yes. 

Q.  And  in  non-prescribed  dosages,  to  diagnose 
himself  and  buy  his  own,  or  her  own  amount  of  hor- 
mone as  he  or  she  wishes,  would  you  advise  that  to 
any  of  these  groups  ? 

^Ir.  Elson:  He  is  talking  about  something  that  is 
not  in  issue  in  this  case,  about  no  prescribed  dosages. 
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The  labeling  of  goods  says  dosage  so  much  a  da3^ 
Don't  you  think  we  had  better  confine  it  to  that? 

Mr.  Danielson:  The  25  milligrams  per  day  for 
males,  25  milligram  tablets,  two  or  three  for  males  ? 

A.     That  is  perfectly  all  right. 

Q.  Just  go  ahead  and  diagnose  themselves  and 
use  them  at  will,  is  that  correct  % 

A.     Well,  people  do. 

Q.  I  am  asking  you  what  you  recommend,  not 
what  people  do.  Do  j^ou  recommend  that? 

A.  Do  you  mean  if  the  patient  comes  in  to  me 
and  asks  me  ? 

Q.     No.   Just  any  person. 

A.     I  see  no  harm  in  it.  [650] 

Mr.  Danielson :     Very  well.  No  further  questions. 

Re-Direct  Examination 
By  Mr.  Elson : 

Q.  Mr.  Danielson  asked  you  if  in  substance,  you 
were  informed  that  Dr.  Huggins  and  Dr.  Belt  ad- 
^dsed  that  castration  was  a  present-day  practice  in 
connection  with  cancer  of  the  prostate,  would  your 
opinion  be  changed  in  that  wa}^?  Now,  I  will  ask 
you  if  3^ou  were  told  that  Dr.  Heckel  stated  in  sub- 
stance, "However,  men  are  castrated  every  day  for 
the  purpose  of  inhibiting  the  growth  of  cancer  of 
the  prostate,  although  not  as  many  men  are  castra- 
ted as  they  were  iive  years  ago,"  would  you  be  in- 
clined to  agree  with  that  statement  ? 

A.     That  is  what  I  stated,  yes.  \ 
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Mr.  Elson:   That  is  all. 

*     *     * 

DR.  WILLIAM  A.  SWIM 

called  as  a  witness  by  and  on  behalf  of  the  defend- 
ants, having  been  first  duly  sworn,  was  examined 
and  testified  as  follows: 

The  Clerk :    Your  full  name  ? 
A.     William  A.  Swim.  [651] 

Direct  Examination 
By  Mr.  Elson: 

Q.     Dr.  Swim,  you  are  a  doctor  of  medicine  ? 
A.     I  am. 

Q.     Will  you  please  state  the  schools  that  you 
attended  % 

A.     I  attended  the  University  of  Chicago,  under- 
graduate. Rush  Medical  College. 

Q.     And  did  you  graduate  from  Rush  Medical 
College?  A.     Yes,  I  did. 

Q.    And  was  it  from  that  institution  that  you 
got  your  M.D.  degree?  A.     It  was.  [652] 

Q.     In  what  year?  A.     1915. 

Q.  And  then,  thereafter,  were  you  associated 
with  any  institutions,  hospitals  or  the  like  ? 

A.     Yes. 

Q.     Will  you  state  what  they  were? 

A.  Well,  I  had  an  interneship  at  Milwaukee 
Sanitarium  for  mental  and  nervous  diseases,  a 
period  of  one  year  at  Los  Angeles  General  Hos- 
pital, and  the  New  Haven  Hospital  connected  with 
Yale  for  a  period  of  about  seven  months. 
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Q.  And  you  were  in  World  War  I  for  a  time, 
were  you?  A.    Yes,  I  was. 

Q.    And  when  did  you  come  to  Los  Angeles'? 

A.     In  1915. 

Q.  And  when  did  you  commence  the  practice  of 
medicine  in  Los  Angeles'?  A.     In  1918. 

Q.  And  was  it  in  any  particular  branch  of 
medicine,  or  what  *? 

A.  Yes.  I  have  practiced  internal  medicine  since 
then. 

Q.     Will  you  describe  what  internal  medicine  is? 

A.  Well,  internal  medicine  consists  of  diagnosis 
and  the  treatment  of  non-surgical  diseases,  non- 
obstetrical. 

Q.  Are  you  connected  with  any  state  boards  at 
the  [653]  present  time'? 

A.     Not  at  the  present  time. 

Q.     Have  you  ever  been  connected  with  any? 

A.    Yes. 

Q.    Will  you  state  what  it  was? 

A.     I  was  a  member  of  the  Board  of  Medical    ■ 
Examiners  for  four  years. 

Q.     Of  this  state?  A.     Yes.  ' 

Q.  Now,  Doctor,  if  an  individual  comes  to  you,  -, 
say  a  male  in  middle  life,  and  complains  of  nervous-  • 
ness,  flushes,  sweats,  chills,  general  weakness,  lack  5 
of  physical  strength,  impaired  memory,  inability  to  (j 
concentrate  on  activities  and  a  tendency  to  evade  ) 
them,  not  necessarily  all  of  those  symptoms,  what 
is  your  practice  in  dealing  with  that  patient  and 
his  symptoms? 
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A.  Well,  I  take  a  general  history  of  the  present 
illness  and  the  patient's  past  ilhiesses.  I  make  a 
physical  examination,  including  the  head  and  neck 
and  chest  and  abdomen,  the  prostate  and  rectum, 
the  reflexes,  the  general  appearance  of  the  skin, 
and  if  I  find  no  evidence  of  any  constitutional  dis- 
ease of  a  specific  nature,  I  prescribe  testosterone 
or  administer  it. 

Q.     You  mean  you  inject  it?  A.     Yes.  [654] 

Q.  Is  it  your  usual  practice  to  inject  it  rather 
than  to  prescribe  it  in  tablet  form? 

A.     I  usually  inject  it. 

Q.  And  have  you  done  so  on  one  or  on  many 
occasions?  A.     On  many  occasions. 

Q.  Over  the  period  of  practice  that  you  have 
been  here,  since  there  has  been  testosterone  ? 

A.  Since  there  has  been  testosterone,  with  ever 
increasing  number  of  cases. 

Q.  The  testosterone  has  been  available,  let  us 
say,  in  commercial  quantities,  during  the  past  ten 
years  or  so,  hasn't  it?  A.     I  believe  so,  yes. 

Q.  Now,  on  many  of  those  occasions,  have  you 
found,  after  having  administered  testosterone,  that 
the  person's  symptoms  appeared  to  be  relieved? 

A.     On  many  occasions,  yes. 

Q.  On  any  occasion  on  which  you  have  ever 
administered  testosterone  to  a  person,  have  you 
ever  encountered  what  you  considered  were  adverse 
results  ?  A.     Never. 

Q.  You  understand  the  meaning  of  male  cli- 
macteric? A.     1  think  I  do. 
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Q.     And  what  do  you  associate  that  term  with? 

A.  With  a  diminuition  of  the  secretion  of  the 
interstitial  [655]  cells  of  the  testicle. 

Q.  And  does  that  occur  with  young  men,  men 
in  middle  age  or  in  old  men? 

A.     Usually  in  a  man  around  50. 

Q.  And  those  men  complain  of  what  symptoms, 
usually  ? 

A.  They  complain  of  fatigue,  lack  of  concentra- 
tion, loss  of  memory,  loss  of  appetite,  sleeplessness, 
sometimes  a  sense  of  heat  in  the  body,  and  profuse 
perspiration. 

Q.  The  other  day  one  of  the  witnesses  for  the 
government  stated  as  follows  (pages  39  to  41)  that: 
Assiuning  a  man  to  be  50  years  of  age,  who  com- 
plains of  flushes,  sweats,  extreme  nervousness,  in- 
ability to  concentrate,  nocturia,  and  he  goes  to  his 
doctor  who  is  a  general  practitioner,  no  evidence 
of  cancer  of  the  prostate  is  diagnosed,  he  does  not 
believe  that  the  doctor  would  prescribe  testosterone 
for  a  period  of  time,  and  wait  and  see  whether  the 
symptoms  were  relieved,  and  before  he  could  answer 
that  the  practitioner  would  prescribe  it,  he  would 
have  to  laiow  more  of  what  the  examination  con- 
sisted and  what  the  urologist  may  have  done  by 
way  of  examination,  if  the  urologist  report  was 
that  he  had  palpated  the  prostate  and  performed 
a  biopsy  and  found  no  evidence  of  cancer  of  the 
prostate,  and  no  enlargement  of  the  prostate  and 
laboratory  tests  showed  that  there  was  a  marked 
decrease  in  the  secretion  of  testosterone,  even  then, 
in  his  opinion,  testosterone  would  not  be  prescribed 
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by  [656]  the  man's  doctor  unless  there  was  further 

evidence  of  the  male  climacteric. 

Now  then,  assuming  that  that  same  individual 
came  to  you  and  complained  to  you,  being  a  man 
of  50  years  of  age,  would  you  follow  through  the 
elaborate  procedure  described  by  that  doctor? 

A.     No,  sir. 

Q.     What  would  you  do? 

A.  Just  what  I  have  already  indicated,  I  would 
make  a  physical  examination  and  a  rectal  exami- 
nation and  if  I  found  no  tumor  mass  in  the  pros- 
tate, I  would  prescribe  testosterone. 

Q.  By  the  wa}^  do  you  believe  that  it  is  possible 
to  diagnose  or  detect  an  incipient  cancer  of  the 
prostate?  A.     It  is  not  possible. 

Q.  What  size  does  a  cancer  of  the  prostate  have 
to  be,  before  you  are  able  to  find  it  by  palpation? 

A.     Well,  I  would  say  the  size  of  a  walnut. 

Q.     A  small  or  large  walnut? 

A.     A  medium  sized  walnut. 

Q.  In  the  practice  of  medicine — oh,  by  the  way, 
with  this  individual  that  we  have  just  talked  about 
on  that  elaborate  test  that  this  other  doctor  men- 
tioned, what  in  your  opinion  would  be  the  attitude 
of  the  average  patient  if  such  procedure  were  sug- 
gested for  the  relief  of  those  symptoms?  [657] 

A.  I  think  he  would  not  follow  through.  He 
would  probably  refuse  to  go  through  the  procedure, 
unless  he  felt  definitely  that  a  diagnosis  of  some 
malignancy  had  been  made. 

Q.     And  thereupon  either  go  to  some  other  doctor 
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who   would   do   it   without   that   procedure,   or   go 

unrelieved?  A.     Yes,  I  think  so. 

Q.  Now,  in  the  practice  of  medicine,  do  you 
consider  that  medical  work  is,  in  the  great  majority 
of  instances,  specific  or  is  it  hypothetical? 

A.  In  many  instances,  it  is  hypothetical,  in  the 
majority  of  instances. 

Q.    Are  there  many  specifics,  in  medicine? 

A.     Not  many. 

Q.  Specific  treatment  for  a  specific  condition 
which  you  know  is  going  to  produce  that  result, 
there  is  no  question  of  it?  A.     Not  many. 

Q.  From  your  experience,  do  you  consider  that 
enlargement  of  the  prostate  as  a  rule  indicates  a 
cancerous  condition?  A.     No. 

Q.  What  do  you  consider  that  it  indicates,  as  a 
rule  ? 

A.     Benign  hyptertrophy  of  the  prostate. 

Q.    And  what  is  that?  [658] 

A.  Which  is  simply  an  overgrowth  of  the  pros- 
tatic tissue.   Some  call  it  a  tumor. 

Q.  I  don't  think  I  asked  you  this,  but  if  I  did 
I  am  going  to  ask  it  again  anyway:  In  your  prac- 
tice, approximately  how  often,  how  many  times  per 
week  do  you  prescribe  testosterone,  just  approxi- 
mately? A.     Oh,  once  a  week  probably. 

Q.  Have  you  ever  injected  testosterone  pro- 
pionate into  doctors  of  medicine?  A.     Yes. 

Q.     On  one  or  more  than  one  occasion? 

A.     On  more  than  one  occasion. 
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Q.  And  prior  to  that  injection,  did  you  conduct 
a  rectal  examination?  A.     No. 

Q.     Did  the  doctors  ask  for  it?  A.     No. 

Q.  Now,  there  was  a  doctor  the  other  day  who 
testified  for  the  prosecution,  Dr.  Heckel,  page  173, 
that  in  his  opinion  men  in  middle  life  do  not  gen- 
erally have  a  deficiency  of  male  sex  hormone.  Do 
you  share  the  opinion  of  that  doctor? 

A.     I  do  not. 

Q.     Will  you  state  why? 

A.  Well,  I  think  men  of  middle  age  do  have  a 
deficiency,  [659]  that  is,  their  concentration  of  their 
hormone  is  below  its  maximum. 

Q.  Take  this  individual  in  whom  you  inject 
testosterone  propionate  and  he  comes  back  in  three 
to  four  wrecks  or  something  like  that  and  the  symp- 
toms have  disappeared  or  have  been  relieved,  what 
conclusion  would  you  come  to? 

A.  That  I  had  supplied  him  with  a  hormone 
that  he  had  been  deficient  in. 

Q.  And  if  that  man  came  back  and  the  symp- 
toms were  not  relieved,  what  would  you  do? 

A.  I  might  change  the  dose.  I  would  change  the 
dose. 

Q.  And  if  that  kept  on  and  no  result  was  accom- 
plished, would  you  try  something  else? 

A.     Yes,  I  would. 

Q.  As  a  matter  of  fact,  in  the  practice  of  medi- 
cine, it  is  to  a  large  extent  trial  and  error,  is  it  not  ? 

A.    It  is,  yes. 

Q.     Now,   Doctor,   Dr.   Heckel   stated   the   other 
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day  (page  176)  that  a  male  hormone  deficiency  is 
determined,  first,  by  a  careful  history;  second,   a  , 
careful  physical  examination  and,  third,  laboratory  " 
tests  to  aid  in  diagnosis,  such  as  the  estimation  of 
17  ketosteroids  in  the  urine,  also  such  deficiency  is 
determined  by  the  estimation  of  the  excretion  of 
gonadotropins  also  in  the  urine.  Is  it  your  practice 
to  conduct  such  a  test  to  determine  whether  a  man 
has  a  hormone  [660]  deficiency,  prior  to  adminis- 
tering testosterone  to  him? 

A.     No.   It  is  not. 

Q.  By  the  way,  in  your  practice,  are  you  aware 
of  any  other  doctors  in  this  locality  that  conform 
to  such  tests'?  A.     I  am  not  aware  of  any. 

Q.  Now,  also.  Dr.  Heckel  stated  (I  don't  find  the 
page,  but  I  remember  it  distinctly)  that  in  the 
case  of  an  early  or  incipient  cancer  of  the  prostate, 
it  might  require  a  biopsy  of  the  prostate  to  deter- 
mine its  existence.  Have  you  had  any  experiences 
where  a  biopsy  of  the  prostate  has  been  performed 
to  determine  whether  or  not  a  cancer  of  the  prostate 
existed?  A.     No.   I  have  not. 

Q.  And,  by  the  way,  if  a  biopsy  of  the  prostate 
was  made,  would  that  necessarily  and  conclusively 
determine  that  there  was  a  cancer  there? 

A.     It  would  not  necessarily. 

Q.  Wouldn't  it  be  possible  that  the  tissue  that 
was  taken  out  from  the  prostate  would  not  be  part 
of  the  tissue  that  was  infected,  if  it  were  infected? 

A.     That  is  true. 
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Q.     In  your  practice,  approximately  how  often 
do  you  encomiter  a  cancer  of  the  prostate? 

A.     Very  seldom. 

Q.     And  by  that  what  do  you  mean?  [661] 

A.     I  think  I  have  seen  three  in  my  practice. 

Q.     Now,   the   other   day  this   same   doctor.   Dr. 
Heckel,  stated,  on  page  186,  as  to  a  patient  coming 
to  a  general  practitioner,  complaining  of  the  several 
symptoms,   nervousness,   fatigue,   loss   of   memory, 
inability  to  concentrate  and  so  on,  such  as  we  have 
discussed,  in  Dr.  Heckel's  opinion  the  practitioner 
would  make  a  careful  examination  of  the  patient  to 
see  if  he  could  find  out  what  is  producing  those 
symptoms,  he  would  conduct  a  complete  physical 
examination  from  head  to  foot,  he  w^ould  examine 
the  urine  to  see  whether  there  was  any  sugar  in 
it,  which  might  give  him  a  clue  that  this  patient 
might   have   diabetes,   which   would   produce    such 
symptoms.    If  there  were  no  sugar,  then  he  would 
look  at  the  urine  to  see  whether  there  was  albumin 
in  the  urine  or  casts  in  the  urine,  which  would  indi- 
cate that  the  patient,  in  all  probability,  would  be 
suffering   from   Bright 's   Disease   or  some   kidney 
disturbance.    If  nothing  turned  up,  then  he  would 
take  the  patient's  blood  pressure  and  if  that  was 
normal,  there  might  be   some   indication  that  the 
patient  had  a  gastro-intestinal  disturbance  and  an 
X-ray  picture  of  the  stomach  or  an  X-ray  picture 
of  the  colon  would  be  taken  or  a  basal  metabolic 
test  made  to  discover  whether  or  not  he  had  some 
disturbance  of  his  thyroid.   If  such  a  doctor  found 
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nothing  suspicious  as  a  result  of  such  a  complete 
examination,   he  might,   but  he  shouldn't   suggest 
testosterone  [662]  to  the  man  for  a  period  of  four 
to  six  weeks,  to  see  if  those  symptoms  were  relieved. 

Do  you  agree  or  do  you  disagree  with  the  opinion 
of  Dr.  Heckel  as  to  what  the  practitioner  would  do  ? 

A.     I  disagree. 

Q.  Have  you  ever  done  such  a  thing  prior  to 
administering  testosterone  for  those  s\Tnptoms? 

A.     No. 

Q,  Do  you  know  of  any  doctor  in  your  experi- 
ence who  has  done  so,  other  than  in  the  experimental 
field?  A.     No. 

Q.  Now,  have  you  had  occasion  to  review  the 
literature  on  the  subject  of  testosterone  in  its  rela- 
tion to  cancer  of  the  prostate? 

A.     I  have  read  some  articles,  yes. 

Q.  Now  then,  as  a  result  of  your  reading,  as  a 
result  of  your  experience  in  the  practice  of  medi- 
cine and  as  a  result  of  your  contacts  with  other 
doctors  and  meetings  with  them,  in  your  opinion, 
will  testosterone  propionate  at  25  to  50  milligrams 
a  day  accelerate  the  growth  of  an  incipient  carci- 
noma of  the  prostate  ?  A.     No. 

Q.  In  your  opinion,  is  such  a  quantity  of  tes- 
tosterone taken  orally,  daily,  dangerous? 

A.     No.  [663] 

Q.  Now,  testosterone  is  a  natural  product,  isn't 
it,  in  the  male?  A.     Yes. 

Q.  Is  it  possible  for  you,  on  the  basis  of  your 
experience,  to  tell  how  much  testosterone  over  and 
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above  that  which   an   individual  produces,   would 
be  necessary  to  accelerate  the  growth  of  any  kind 
of  a  cancer?  A.     No. 

Q.  Why  is  that?  Why  is  that? 
A.  Well,  in  the  first  place,  cancer  has  no  par- 
ticular line  of  progress.  It  is  the  one  lawless  thing 
that  we  have  in  human  pathology.  A  cancer  may 
lay  dormant  for  many,  many  years.  It  may  flare 
up,  without  any  apparent  provocation  and  grow 
rapidly  and  destroy  life  in  a  very  short  time. 

I  had  one  case  that  was  turned  over  to  me  to 
give  morphine,  for  palliative  treatment,  during  her 
last  months  after  she  had  surgery  and  had  X-ray 
treatment  and  had  been  given  up  as  a  possibility 
of  a  saving.  I  gave  her  a  quarter  of  morphine,,  about 
one  a  day.  Three  years  after  that  time,  a  cancer 
expert  could  find  no  cancer  in  her  and  she  died 
six  years  later. 

Another  case  of  cancer  of  the  breast,  who  had 
some  other  complications  that  contra-indicated  sur- 
gery at  the  time,  developed  metastasis  so  rapidly 
without  any  benefit,  without  any  treatment  with 
testosterone  or  any  other  hormone,  without  [664] 
,  any  specific  hormonal  treatment,  that  she  was  inop- 
erable by  the  time  these  complications  had  been 
corrected. 

Q.     That  reminds  me,  two  or  three  of  the  other 

j  doctors  for  the  government  here  have  spoken   of 

1  cancer  of  the  prostate  and  cancer  of  the  breast 

following  a  usual  pattern  of  growth.    In  your  ex- 
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perience,  have  you  ever  found  cancers  of  any  kind 

to  follow  a  usual  pattern?  A.     No. 

Q.    Will  you  explain  that? 

A.  Well,  they  are  just  simpl}^  lawless.  One 
never  can  tell.  We  do  not  luiderstand  the  pathology 
of  cancer  and  we  do  not  have  any  orderly  procedure. 
We  just  simply  cannot  put  the  course  of  cancer 
down  like  we  can  the  course  of  infections,  infec- 
tious diseases,  because  they  vary  too  much  from 
any  average,  so  as  to  make  what  we  might  call 
the  average  worthless  to  follow. 

Q.  If  cancers  did  follow  a  usual  pattern  oi 
growth,  in  your  opinion  would  that  assist  the  doc- 
tors in  being  able  at  least  to  control  it  to  some 
extent?  A.     It  would,  I  think. 

Q.  Now,  coming  to  the  subject  of  sterility,  I 
think  I  told  you  that  the  complaint  here  charges 
that  25  to  50  milligrams  methyl  testosterone  daily 
is  dangerous  because  it  may  cause  sterility.  Now, 
in  your  experience,  have  you  ever  found  testos- 
terone to  cause  sterility,  in  an  individual?  [665] 

A.     No. 

Q.  What  is  the  average  age  of  an  individual 
male  coming  to  you  for  testosterone? 

A.     About  50. 

Q.  Have  you  found  in  those  persons  the  subject 
of  fertility  or  sterility  to  be  an  important  factor 
as  compared  to  relief  from  the  symptoms  of  which 
they  were  complaining? 

A.     Not  an  important  factor.  ■, 
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Q.    By  the  way,  are  vasectomies  frequently  done  ? 

A.  I  don't  know  how  frequently.  I  know^  of 
several  that  have  been  done. 

Q.     And  a  vasectomy  is  what? 

A.  Is  a  severing  of  the  spermatic  tube  that  leads 
from  the  testicle  to  the  vas  deferens. 

Q.  And  a  man  who  has  had  a  vasectomy  per- 
formed is  unable  to  produce  children? 

A.     That  is  right. 

Q.  And  have  you  found  that  to  be  something 
that  has  been  volimtarily  applied  for  by  the  indi- 
vidual? A.     Yes. 

Q.     And  for  what  purpose? 

A.  Well,  as  a  contraceptive  measure,  to  prevent 
having  children.  Once  in  a  while,  for  less  noble 
reasons. 

Q.  Now,  one  of  the  government  witnesses,  a 
doctor.  Dr.  Nelson,  testified  as  follows,  on  page  99. 
He  was  testifying  [666]  or  questions  were  being 
asked  him  about  the  effect  of  methyl  testosterone 
upon  sperm  cell  production  and  the  production  of 
testosterone  by  the  interstitial  cells  and  this  ques- 
tion was  asked  him: 

"Q.  How  could  it,  then,  be  determined  whether 
or  not  there  had  been  any  damage  to  the  testos- 
terone-producing portions  of  the  testes? 

"A.  The  only  way  one  can  ascertain  that  is  by 
examination  of  the  testes  and  looking  at  the  inter- 
stitial cells,  noticing  the  atrophic  changes  that  have 
been  promoted  by  the  inhibiting  influences  of  the 
administered  testosterone. 
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"Q.     Is  that  the  microscopic  examination  of  a 

slide  a  portion  of  the  testes 

•A.     Yes,  sir 

Q.     Under  a  slide? 
'A.     Yes,  sir. 

"Q.  (By  the  Court)  :  Just  how  do  you  get  at 
that?  How  do  you  examine  the  testes  under  a 
sMe? 

"A.     A  small  piece  of  the  testes  is  removed. 

"Q.     (By  the  Court)  :     By  surgical  operation? 

"A.  By  surgical  operation,  usually  under  a  very 
simple  local  anesthetic.  The  tissue  is  properly  fixed 
and  sectioned  and  stained,  the  usual  pathological 
procedure. 

"Q.     (By  the  Court) :     How  would  that  be  called  1 
for  except  by  just  some  experiment?    That  does  | 

not  seem  like  a  practical  [667]  thing.    Who  would  s 

t 

have  that  done?  } 

''A.     It  is  being  done  very,  very  widely,  now. 

''Q.     It  is? 

"A.  In  cases  of  infertility  or  sterility  or  sus- 
pected disease  or  abnormal  function  of  the  testes. 
It  is  a  widely  recognized  procedure  at  the  present 
time." 

Now,  Doctor,  in  the  practice  of  medicine,  other 
than  in  the  experimental  field,  I  will  ask  you,  is 
such  a  procedure  widely  done?  . 

A.     No,  I  believe  not. 

Q.  Do  you  know  of  any  instances  where  it  has 
been  done?  A.    No,  I  do  not. 

Q.     Now,  Doctor,  have  you  had  occasion  to  read 
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some  of  the  literature  on  the  subject  of  testosterone 

and  its  relationship  to  sterility  ? 

A.     Yes.   I  have  read  some. 

Q.  Now,  as  a  result  of  that  reading,  what  opinion 
do  you  have  as  to  whether  or  not  testosterone  will 
affect  a  man's  sterility? 

A.     In  my  opinion,  it  will  not  affect  sterility. 

Q.  Now,  in  the  literature  that  you  have  read, 
has  the  opinion  been  uniform  or  does  it  appear  to 
be  divided?  A.     Divided. 

Q.  Two  of  the  doctors  that  testified  for  the  gov- 
ernment, [668]  Dr.  Macdonald  and  Dr.  Glass,  stated 
unqualifiedly  that  estrogen  is  absolutely  necessary 
to  the  growth  of  breast  cancer.  Now,  I  am  going 
to  ask  you  if,  in  your  opinion — I  am  going  to  ask 
you  if  it  is  a  fact  that  estrogen  is  absolutely  neces- 
sary to  the  growth  of  breast  cancer,  or  whether  it 
is  a  matter  of  opinion,  in  your  opinion. 

A.  In  my  opinion,  it  is  quite  a  matter  of  opinion. 
In  my  opinion,  it  is  not  necessary. 

Q.    Will  you  state  why? 

A.  Well,  it  is  my  own  practice.  I  have  seen 
cancers  develop  in  the  breast  following  what  I 
thought  was  an  absence  of  estrogen  in  the  ])ers()n. 

Q.  (By  Mr.  Elson) :  Now,  Doctors  Macdonald 
and  Glass,  and  I  am  sure  I  am  correct  in  interpret- 
ing the  testimony,  stated  that  the  reason  for  their 
opinions  in  that  connection  was  that  the  cancer 
following  the  administration  of  estrogens  did  not 
follow  the  usual  pattern.  Do  you  consider  tlmt  to 
be  a  valid  reason  for  their  opinions  that  estrogen 
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is   absolutely   necessary  to   the   growth   of   breast j 

cancer?  A,     No.  There  is  no  usual  pattern. 

Mr.  Danielson:  What  is  the  page  on  that,  Mr. 
Elson? 

Mr.  Elson:  I  don't  know  but,  if  you  want  to 
wait  a  minute,  I  can  find  it. 

Mr.  Danielson :  If  you  can  find  that  conveniently, 
I  wish  you  would. 

Mr.   Elson:     I  can't  find  it  conveniently  but  Ij 
can  find  it.    It  is  on  page  131.    He  stated  he  had,] 
through    diagnosis,    treated    such    cases    in    which 
there  was  an  affectation  of  this  cancer  or  carcinoma; 
that  these  were  young  women  with  existing  proved 
cancer  of  the  breast,  in  which  the  duration  of  the 
cancer  and  its  approximate  rate  of  growth  could 
be  determined  within  reasonable  limits;  that,  after 
the  administration  of  the  female  sex  hormone,  and] 
within  a  short  time  thereafter,  there  occurred  in 
each  of  these  instances  to  which  he   referred,   aj 
very  rapid  and  alarming  increase  in  the   growth] 
pattern  of  this  breast  cancer. 

Mr.  Danielson:  That  is  referring  to  the  admin-j 
istered  [670]  hormone  as  opposed  to  the  other] 
estrogen,  isn't  it? 

Mr.  Elson:  I  am  talking  about  the  natural.] 
But  I  don't  want  to  misinterpret  the  record. 

Q.  I  will  ask  the  witness  do  you  believe,  without 
the  administration  of  estrogen — strike  that.  Do  you 
believe  that  the  natural  estrogen  in  a  woman's 
body  is  absolutely  necessary  to  the  growth  of  a 
breast  cancer?  A.     No,  sir. 
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Q.  Would  it  be  for  the  same  reasons  you  have 
stated  ?  A.     Yes. 

Q.  Doctors  Macdonald  and  Glass  stated  that,  in 
their  opinion,  estrogen  administered  caused  breast 
cancer  to  accelerate  in  growth  because  the  cancer 
did  not  follow  a  usual  pattern.  Now,  do  you  believe 
that  is  a  valid  reason  for  their  statement  that 
estrogen  is  absolutely  necessary  for  the  growth  of 
a  breast  cancer?  A.     I  do  not. 

Q.  Doctor,  one  of  the  products  involved  here 
is  a  half  milligram  of  alpha  estradiol,  three  tablets 
a  day,  which  would  be  1%  milligrams  per  day.  In 
your  opinion,  would  that  be  a  dangerous  dosage 
insofar  as  causing  the  acceleration  of  an  incipient 
cancer  of  the  breast,  cervix  or  uterus? 

A.     It  would  not. 

Q.  By  the  way,  in  your  opinion,  is  it  possible 
to  diagnose  or  discover  an  incipient  cancer  of  the 
breast,  [671]  cervix  or  uterus?  A.     No. 

Q.  Another  product  involved  here  is  alpha  estra- 
diol in  the  quantity  of  .1  milligrams,  to  be  taken 
three  tablets  per  day  for  10  days  and  thereafter 
one  per  day.  In  your  opinion,  would  that  amount 
be  dangerous  to  the  individual  taking  it? 

A.    No. 

Q.  Assuming  that  after  taking  that  product 
uterine  bleeding  resulted,  would  you  consider  that 
uterine  bleeding,  if  it  had  resulted  from  that,  was 
dangerous  to  the  woman?  A.     No. 

Q.     Why  not? 

A.     Well,  it  is  like  normal  menstrual  bleeding. 
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occasioned  by  the  same  process.    It  will  stop  when 
the  drug  is  stopped.    So  it  couldn't  possibly  affect 
her. 

Q.  And,  if  a  woman  started  to  bleed  and  came 
to  you,  what  would  you  do? 

A.  If  she  had  not  been  taking  hormones — if 
she  had  been,  I  mean — I  would  stop  the  hormones. 

Q.     Then,  what  would  you  do  following  that? 

A.  If  she  stopped  bleedmg,  I  wouldn't  do  any- 
thing. If  she  needed  hormones,  I  would  give  a 
smaller  dose. 

Q.  Do  you  believe,  then,  that  uterine  bleeding, 
that  caused  by  alpha  estradiol,  is  of  any  danger  to 
the  patient  herself  ?  [672]  A.     No  danger. 

Q.  Are  you  familiar  with  these  dosules  that  are 
used  for  breast  development  ? 

A.     I  am  not  familiar  with  them. 

Q.    Have  you  used  them  at  all? 

A.     No;  I  have  not. 

Q.  Dr.  Heckel  stated,  on  page  173,  that,  if 
testosterone  were  administered  to  a  normal  person, 
it  would  destroy  the  semeniferous  tubules.  Do  you 
agree  with  Dr.  Heckel  in  that  statement? 

A.     I  do  not. 

Q.     Why  don't  you? 

A.  I  have  administered  testosterone  to  people 
who  have  not  borne  children  for  years  and  had 
children  born  thereafter.  So  there  must  have  been 
semeniferous  tubules  left. 

Q.     In   other   words,    semeniferous    tubules    are 
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absolutely  necessary  in  order  that  a  woman  may 

produce?  A.     That  is  right. 

Q.  Doctor,  let  me  ask  you,  in  your  opinion, 
would  .1  milligrams  of  alpha  estradiol,  taken  three 
times  a  day  for  a  period  of  10  days  and  thereafter 
one  per  day,  have  any  effect  in  relieving  a  woman 
of  the  symptoms  of  the  menopause? 

A.    Yes;  it  would. 

Mr.  Elson :     You  may  cross-examine.  [673] 

Cross-Examination 
By  Mr.  Danielson: 

Q.  Doctor,  you  say  you  are  practicing  internal 
medicine  %  A.     Yes. 

Q.    Which  is  non-surgical,  is  that  correct? 

A.     That  is  right. 

Q.     Do  you  perform  any  surgery.  Doctor? 

A.     No. 

Q.  Then  I  take  it  you  haven't  removed  any 
prostates  ? 

A.     Not  since  I  was  an  intern. 

Q.     That  would  be  not  since  1918,  is  that  right? 

A.     That  is  right. 

The  Court:     Where  is  your  place  of  practice? 

The  Witness :  The  Pacific  Mutual  Building,  523 
West  Sixth  Street. 

The  Court:     It  is  right  downtown? 

The  Witness:     Yes. 

The  Court:  And  what  is  the  general  nature  of 
your  clientele,  of  your  patients? 
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The  Witness :  I  have  a  private  practice  of  about 
70  per  cent;  industrial  accident  work  with  various 
and  sundry  insurance  companies  of  about  15  per 
cent;  examination  for  unemployment  insurance  for 
the  State  of  about  5  per  cent,  and  examination  and 
reports  on  injury  cases  of  about  5  per  cent.  [674] 

Q.  Doctor,  do  I  understand  you  to  say  that  in 
your  more  or  less  31  years  of  private  practice  here 
in  Los  Angeles  you  have  discovered  only  three  cases 
of  cancer  of  the  prostate "?  A.     That  is  right. 

Q.     How  long  ago  were  they? 

A.  Well,  one  of  them  was  shortly  after  I  went 
into  practice;  one  of  them  was  about  10  years  ago 
and  one  three  years  ago. 

Q.  You  do  not  practice  as  an  urologist,  do  you. 
Doctor?  A.     I  do  not. 

Q.  Nor  specialize  as  an  endocrinologist  or  gyne- 
cologist ? 

A.  No.  There  is  a  difference,  however,  if  I  may 
explain  that  difference. 

Q.     You  may.  Doctor. 

A.  Endocrinology  is  a  definite  part  of  internal 
medicine,  whereas  urology  is  not  any  part  of  it. 

Q.  You  do  not  specialize  in  the  endocrinology 
phase  of  internal  medicine  ? 

A.     No.    I  do  general  internal  medicine  only. 

Q.  And  I  believe  you  do  no  gynecology,  is  that 
correct  ? 

A.  I  do  medical  gynecology  but  not  surgical 
gynecology. 

Q.     Since  you  do  no  work  as  an  urologist,  I  gather 
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it  is  correct  that  no  doctors  would  refer  patients 
with  [675]   prostatitis  or  any  other  prostatic  dis- 
turbance to  you  for  treatment,  would  theyf 

A.  I  have  had  cases  referred  to  me  for  treatment 
for  prostatitis.  And  I  must  correct  that  one  classi- 
fication. I  suppose  there  is  such  a  thing  as  medical 
urology.  We  don't  think  of  it  quite  in  that  term  but 
there  is  such  a  thing.  And  prostatitis  is  an  infection 
that  can  come  in  either  field,  either  in  the  field  of 
surgery  or  in  the  field  of  medicine,  but  it  doesn't 
really  involve  in  most  cases  the  use  of  surgical  in- 
struments. 

Q.  No  one  refers  surgical  prostate  cases  to  you, 
is  that  correct  ?  A.     That  is  correct. 

Q.  And  these  three  cancer  cases  to  which  you 
have  referred  would  be  the  sum  total  of  your  pro- 
fessional experience  in  cancer  of  the  prostate,  is 
that  correct?  A.     Yes;  that  is  correct. 

Q.  Then,  Doctor,  actually  you  have  conducted  no 
clinical  or  laboratory  research  into  the  effect  of 
hormones  on  cancer  of  the  prostate,  have  you  ? 

A.     That  is  right ;  I  have  not. 

Q.  And  one  of  these  cases  took  place  shortly  after 
you  started  practicing?  A.     Yes. 

Q.  In  other  words,  there  would  be  not  more  than 
two  in  [676]  the  last  10  years? 

A.     That  is  right. 

Q.  Two  during  the  period  of  testosterone,  in 
other  words?  A.     That  is  right. 

Q.  And  your  opinion  as  to  whether  or  not  test- 
osterone would  accelerate  the  growtli  of  a  carcin- 
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oma  of  the  prostate  would  have  to  be  confined  to 
your  observations  of  these  two  cases  at  the  most, 
then,  is  that  not  correct? 

A.     Yes ;  it  would  be,  personally. 

Q.  You  did  mention  that  in  the  case  of  a  physical 
examination  of  a  person  coming  in — do  you  know 
what  I  mean  when  I  refer  to  the  middle-aged 
symptoms  ?  A.     Yes. 

Q.  A  patient  coming  in  with  these  middle-aged] 
symptoms,  to  which  you  are  referring.  You  men-i 
tioned  that  in  your  practice  you  take  a  history,  isj 
that  not  correct?  A.     That  is  right. 

Q.     Did   you   perform    a    physical    examination,] 
enumerating  the  various  parts  of  the  body  generally,' 
including  the  reflexes  and  the  appearance  of  the  skin 
and  examination  of  the  prostate? 

A.     And  the  rectum;  yes. 

Q.  You,  likewise,  testified.  Doctor,  that,  if  there 
was  no  indication  of  a  malignancy,  you  would  not 
go  into  the  [677]  more  detailed  examination  such  as 
biopsy  and  so  forth?  A.     That  is  right. 

Q.  Doctor,  in  case  there  was  some  suspicion  of 
malignancy,  would  you  treat  that  yourself  or  would 
you  refer  the  person  to  an  urologist  ? 

A.     I  would  refer  the  patient  to  an  urologist. 

Q.  In  which  event  the  urologist  would  conduct 
such  additional  examination  as  would  be  necessary 
to  make  a  definite  diagnosis,  is  that  not  correct  ? 

A.     That  is  right. 

Q.  And,  if  that  required  a  biopsy,  the  biopsy 
would  be  performed,  is  that  not  correct  ? 
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A.     It  might  be.    I  don't  know.    I   am   not   an 
urologist. 

Q.     That  would  be  within  the  field  of  an  urologist 
rather  than  the  internal  medical  doctor  ? 

A.     Yes ;  it  would  be  that  field.  But  I  am  not  sure 
whether  it  is  still  experimental  or  practical. 

Q.     When  you  testified   as   to   this   examination 
which  you  regularly  conduct  in  your  practice,  you 
mentioned  that,  if  there  is  no  evidence  of  a  consti- 
tutional disease,  you  would  then  administer  or  inject 
testosterone.  Now,  what  did  you  refer  to  by  "con- 
stitutional disease, ' '  to  make  that  a  little  more  clear  ? 
A.     Heart  disease,  chest   diseases,  like  tubercu- 
losis, and  cirrhosis  of  the  liver,  diseases  of  the  gas- 
tro-intestinal  [678]   tract,  such  as  ulcer  or  cancer, 
and  pancreatitis.  I  could  continue  the  rest  of  the 
day  with  it. 
Q.     I  suppose  that  is  a  good  cross-section? 
A.     Yes. 

Q.     Doctor,  in  those  cases  would  the  use  of  testos- 
terone be  contra-indicated? 

A.     Not  contra-indicated  but  would  not  be  neces- 
sarily indicated. 

Q.  I  see.  Those  conditions  can,  likewise,  produce 
'  some  of  these  symptoms  we  are  referring  to  as  the 
i  middle-aged  s^nnptoms,  is  that  right? 
j  A.  Yes;  they  might  contribute  definitely  to  the 
I  production  of  those  symptoms  because  \hej  wouUI 
I  help  to  lower  the  vitality  of  the  interstitial  cells  of 
j  the  testicle, 
j      Q.     And,  likewise,  these  symptoms  are  not  neces- 
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sarily  the  exclusive  indicia  of  the  male  climacteric, 

are  they? 

A.  I  believe  that  generally  on  the  whole  they  are. 
I  don't  believe  that  they  are  a  hundred  per  cent 
any  of  the  other  illnesses  that  I  have  mentioned. 

Q.  Yet  you  have  testified  that  these  other  ill- 
nesses can  produce  these  symptoms,  isn't  that  cor- 
rect 1  ' 

A.  They  may  produce  some  of  the  symptoms  but 
not  that  complete  symptom  complex  you  have  out- 
lined there  as  the  middle-aged  disease. 

Q.  In  your  reference  to  this  male  climacteric  or 
male  [679]  menopause,  I  believe  you  stated  that 
you  felt  that  there  is  a  deficiency  in  male  hormones 
in  most  men  past  the  age  of  50,  or  words  to  that 
effect  1  A.     Yes ;  I  believe  there  is. 

Q.  And,  likewise,  when  you  have  one  of  these 
cases  which  you  say  appears  to  indicate  the  use  of 
testosterone,  you  give  the  patient  a  certain  dosage 
and  let  him  take  it  for  a  reasonable  length  of  time 
and  then,  on  the  basis  of  trial  and  error,  if  that 
does  not  work,  you  quit  it  and  give  him  something 
else,  is  that  correct?  A.     That  is  right. 

Q.  Now,  let's  take  that  one  step  farther.  What 
would  be  one  of  these  other  things  you  would  give 
him? 

A.     Well,  I  might  give  him  bromides. 

Q.  And  then  supi)0Re  the  bromides  didn't  work. 
Would  you  quit  that  and  give  him  something  else  ? 

A.     I  might  give  him  psychotherapy. 
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Q.  Suppose  even  that  psychotherapy  was  lack- 
ing. What  then? 

A.  We  have  patients  that,  no  matter  how  many 
things  we  try,  we  have  to  keep  on  trying  as  long  as 
the  patient  stays  with  us.  No  matter  how  long  we  try 
or  what  we  try,  we  don't  seem  to  be  able  to  overcome 
certain  symptoms  that  they  complain  of,  which  we 
designate  as  nervous  sjonptoms. 

Q.  You  mentioned  about  psychotherapy.  Do  you 
find,  [680]  Doctor,  that  sometimes  the  symptoms,  no 
matter  what  kind  of  a  pill  you  give  a  person,  it 
might  have  a  beneficial  effect,  just  on  a  psychological 
basis. 

A.  Well,  there  may  be  a  few  patients  who  will 
react  that  way.  I  have  never  found  that.  I  mean 
that  would  respond  to  pill  therapy  alone,  because  we 
have  methods  of  detecting  whether  they  respond  to 
the  real  thing  or  spurious  therapy. 

Q.  Doctor,  you  mentioned  about  the  hormones 
being  in  short  supply  in  many  men  past  the  age  of 
50.  Just  how  do  you  determine  that  there  is  a  de- 
ficiency in  the  male  hormones. 

A.     By  the  clinical  symptoms. 

Q.  Have  you  ever  conducted  any  tests  to  deter- 
mine whether  a  man's  body  is  producing  his  require- 
ments along  that  line?  A.     No;  I  haven't. 

Q.  Have  you  ever  conducted  any  research  on  this 
either  in  a  laboratory  or  clinically? 

A.     No;  I  haven't. 

Q.     Would  that  statement  apply  to   all  of  this 
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hormone  field,  that  is,  not  conducting  research,  that 

is,  the  female  as  well  as  the  male  ? 

A.  I  will  sa}^  yes,  it  applies.  Research,  of  course, 
is  a  broad  subject.  I  will  have  to  correct  myself  in 
saying  that,  when  we  try  one  thing  and  then  another, 
that  is  research.  [681] 

Q.  I  suppose  that  everything  one  does  is  in  a 
way  research. 

A.     Yes.  I  wanted  to  make  that  clear;  that  is  all. 

Q.  I  am  referring  only  to  what  you  might  call 
planned  or  formal  research. 

A.  I  have  not  done  that.  I  am  not  in  research 
practice. 

Q.  Doctor,  you  are  aware,  of  course,  are  you  not, 
that  it  is  possible  by  laboratory  means  to  determine 
whether  a  person  produces  testosterone  ? 

A.  It  is  possible  to  determine  by  laboratory 
means  whether  a  person  produces  testosterone  at  the 
particular  time  the  test  is  taken,  yes,  at  the  partic- 
ular moment  the  test  is  taken.  That  is  quite  possible. 

Q.  And  is  it  not  also  true.  Doctor,  that  if  it  were 
essential  to  determine  whether  or  not  a  person  were 
deficient  in  hormones  or  was  without  hormones,  as 
the  case  may  be,  if  it  were  necessary  to  make  a  de- 
finite determination,  you  would  have  to  perform 
some  such  laboratory  experiment  or  analysis? 

A.  If  it  were  necessary.  But  I  do  not  believe  that 
it  is  necessary  and  I  don't  believe  that  it  gives  us 
any  information  after  it  is  performed. 

Q.  But,  to  get  back  to  the  question.  Doctor,  if 
it  were  [682]  necessary  to  determine  whether  or  not 
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a  person's  gonads  were  producing  tlie  testosterone, 
then  it  would  also  be  necessary  to  conduct  such  lab- 
oratory analysis,  would  it  not  % 


Q.  (By  Mr.  Danielson)  :  I  will  repeat  it.  If  it 
were  necessary  to  determine,  Doctor,  definitely 
whether  or  not  a  person's  body  was  producing  test- 
osterone, that  determination  would  have  to  be  made 
through  laboratory  analysis'?  A.     Yes. 

Q.  It  is,  likewise,  true,  is  it  not.  Doctor, — strike 
that.  Do  you  know  of  any  laboratory  analysis  that 
will  determine  that  fact  other  than  the  testicular 
biopsy?  A.     No;  I  don't. 

Q.  Doctor,  as  to  carcinoma  of  the  breast  in  a 
female,  have  you  ever  seen  carcinoma  in  the  breast 
of  a  hypogonad  woman"?  A.     Yes. 

Q.  In  one  who  does  not  have  her  natural  supply 
or  who  has  not  had  her  natural  supply  of  estrogen  % 

A.     Oh,  no ;  I  never  have,  as  I  remember. 

Q.     You  may  have  seen  it  in  a  castrate  woman  ? 

A.  I  don't  remember  having  seen  one  in  one 
who  has  [683]  never  had  estrogen. 

■X-  *  * 

Q.  Have  you  ever  seen  a  cancer  in  the  breast  of 
a  woman  who  has  not  had  some  supply,  natural  or 
artificial,  of  estrogen  over  a  fairly  long  period  of 
time  in  her  life  ?  A.     Yes ;  I  have. 

Q.     How  long  a  period  of  time? 

A.     Ten  years. 

Q.  Ten  years  would  be  the  shortest  period  of 
time  which  you  can  presently  recall? 
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A.     Yes;  that  I  can  recall. 

Q.  This  is  at  pages  141  and  142.  Referring,  now, 
to  certain  testimony  by  Dr.  Macdonald — do  you 
know  Dr.  Macdonald  here  locally? 

A.     I  think  I  have  met  him. 

Q.  Referring  to  certain  testimony  by  Dr.  Ian 
Macdonald,  appearing  at  page  142  of  this  transcript, 
a  portion  of  which  testimony  was  referred  to  you  bj^" 
Mr.  Elson,  there  is  a  statement  that  there  must  be 
a  certain  amount  of  circulating  estrogen,  [684] 
over  a  long  period  of  years,  in  a  woman 's  life,  within 
herself,  in  order  that  breast  cancer  may  develop. 
You  have  mentioned  a  period  of  ten  years.  On  that 
basis,  you  would  not  disagree  with  Dr.  Macdonald,  is 
that  not  correct? 

Mr.  Elson :    On  what  basis  ? 

Q.  (By  Mr.  Danielson)  :  Do  you  disagree  with 
Dr.  Macdonald  in  his  statement  that  there  must  be 
a  certain  amount  of  circulating  estrogen,  over  a  long 
period  of  years,  in  a.  woman's  life,  within  herself,  in 
order  that  breast  cancer  may  develop  ? 

A.     I  would  not  agree  with  that  statement. 

Q.  Yet  the  shortest  period  of  years  in  which  the 
estrogen  has  been  present  and  in  which  you  have 
seen  such  cancer  was  ten  years,  is  that  not  correct  ? 

A.  That  is  right,  sir,  if  I  understand  your  ques- 
tion. 

Q.     Will  you  explain  that? 

A.  Yes.  I  understood  the  ten  years  applied  to 
when  the  party  was  devoid  of  estrogenic  material, 
before  she  developed  a  malignancy  of  the  breast. 
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That  was  my  miderstauding  of  your  earlier  question. 

Q.  And  that  was  the  correct  meaning  of  your 
answer  then  ?  A.     Yes. 

Q.     Was  this  ten  years  past  the  menopause? 

A.     Yes ;  that  is  right.  [685] 

Q.  In  other  words,  this  woman  had  gone  through 
a  menopause'?  A.     Yes. 

Q.  And  prior  to  that  she  had  had  her  normal 
supply  of  estrogen,  is  that  not  correct? 

A.     Yes,  sir. 

Q.     Which  probably  had  endured  for  10  years  ? 

A.     Yes;  more  than  10  years. 

Q.  Which  would  be,  in  effect,  stating  that  you 
have  never  seen  cancer  of  the  breast  in  a  woman 
who  did  not  have  her  natural  supply  of  estrogen  for 
at  least  a  long  period  of  years? 

A.     I  think  that  is  correct;  yes. 

Q.  Doctor,  are  you  at  all  familiar  with  Dr. 
Charles  Huggins,  of  Chicago,  his  writings? 

A.  I  know  who  he  is.  The  first  time  I  really 
knew  anything  about  Dr.  Huggins  was  in  connection 
with  his  researches  for  cancer. 

Q.     That  is,  the  blood  test?  A.     Yes. 

Q.  You  are  not  particularly  familiar  with  ),is 
work,  then?  A.     No;  I  am  not. 

Q.  Doctor,  are  you  familiar  personally  or  by 
reputation  with  Dr.  Elmer  Belt  here  in  Los  Angeles  ? 

A.     Both. 

Q.  Do  you  consider  him  to  be  an  authority  in 
his  field? 
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A.  Well,  I  never  accept  any  medical  man  as  an 
authority  anywhere. 

Q.  Do  you  consider  him  to  be  an  eminent  phy- 
sician in  his  field,  Doctor?  A.    Yes. 

Q.  Did  I  understand  you  to  say  you  are  not 
certain  whether  you  know  Dr.  Macdonald  either 
personally  or  otherwise? 

A.     I  am  not  sure  that  I  do. 

Q.  How  about  Dr.  Samuel  Glass  in  Beverly 
Hills? 

A.     No;  I  don't  know  Dr.  Glass. 

Q.  Doctor,  would  you  prescribe  estrogen  to  a 
woman  suffering  from  a  cancer  of  the  uterus  or 
cervix?  A.     If  she  needed  it. 

Q.  A  pre-menstrual  woman,  before  the  meno- 
pause. 

A.  I  might  do  that  if  I  felt  that  she  had  symp- 
toms that  required  it. 

Q.     Regardless  of  the  cancer,  is  that  correct? 

A.  Of  course,  *' menopause"  there  must  be  de- 
fined. 

Q.  Probably  I  am  inadequately  experienced  to 
define  it  to  that  point.  I  mean  at  the  time  when  she 
is  still  producing  her  own  supply  of  estrogen.  [687] 

A.  Well,  if  she  is  producing  her  own  supply  of 
estrogen,  I,  naturally,  would  not  prescribe  it.  But 
it  wouldn't  hurt  her. 

Q.     But  you  wouldn't  prescribe  it.  A.     No. 

Q.  Would  you  prescribe  testosterone  for  a  man  j 
with  cancer  of  the  prostate  ? 

A.     If  he  needed  it. 
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Q.  How  would  you  determine  whether  he  needed 
it,  Doctor? 

A.     If  he  had  the  middle-aged  symptoms. 

Q.  You  would  do  that  strictly  on  the  basis  of 
the  symptomatology,  is  that  correct?  A.     Yes. 

Q.  Without  any  research  to  determine  whether 
he  was  producing  testosterones  ? 

A.     Yes;  that  is  correct. 

Mr.  Danielson:  Thank  you  very  much.  That  is 
all. 

Mr.  Elson :     That  is  all. 

*  *     * 

Mr.  Elson:     We  will  call  Mr.  Parkinson. 

ALLEN  H.  PARKINSON 

a  witness  for  the  defendants,  being  first  duly  sworn, 
testified  as  follows : 

The  Clerk:     Which  case  is  this? 

*  *     * 

Direct  Examination 
By  Mr.  Elson: 

Q.  Mr.  Parkinson,  you  are  the  defendant  in  case 
No.  20,642?  A.     Yes,  sir. 

Q.  You  are  the  Allen  H.  Parkinson  doing  busi- 
ness as  the  Hudson  Products  Company? 

A.    Yes,  sir. 

Q.  In  count  1,  it  is  alleged  that  you  shipped 
certain  tablets  of  testosterone,  methyl  testosterone, 
10  milligrams,   to  a   Robert  Downing   in   Altoona, 
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Pennsylvania,  and  accompanying  that  was  a  small 

circular,  "The  Male  Hormone." 

Mr.  Neukom :  Maybe  your  Honor  can  follow  this 
better  if  we  have  this  stipulation  before  the 
court 


The  Court:  For  the  purposes  at  hand,  I  have 
made  what  I  believe  is  a  sufficient  examination  of 
the  stipulation.    You  may  proceed.  [695] 


Q.     Mr.  Parkinson,  will  you  take  the  stand  again  1 

On  June  24,  1949,  did  you  go  to  Dr.  Belt's  office 
on  Wilshire  Boulevard?  A.     Yes,  sir. 

Q.     Did  you  see  anyone  there  ?  A.     Yes,  sir. 

Q.     About  what  time  did  you  go  there? 

A.     10 :00  a.m. 

Q.  Will  you  state  whom  you  saw,  what  you  did, 
and  what  conversations  you  had? 

A.  Yes,  sir.  At  10 :00  a.m.  on  June  24th,  I  walked 
into  Dr.  Belt's  office  on  Wilshire  Boulevard,  asked 
the  receptionist  if  I  could  see  one  of  the  doctors. 
She  referred  me  to  a  Dr.  Ebert.  Dr.  Ebert  asked 
me  what  I  was  there  for  [696]  and  I  told  him  I 
would  like  some  testosterone.  He  says,  "Have  you 
ever  taken  it  before?"  I  sa^^s,  "Yes;  two  years  ago 
in  Salt  Lake  City ; ' '  that  a  Dr.  Openshaw  prescribed 
some. 


i 


Q.  (By  Mr.  Elson)  :  Now,  go  ahead.  What  was 
the  last  statement  made? 

A.  I  walked  into  Dr.  Ebert 's  office  and  I  men- 
tioned I  would  like  some  testosterone.  He  asked  me 
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if  I  had   ever   taken  testosterone   before.    I   said, 
"Yes;  in  Salt  Lake  City  about  two  years  ago,"  that 
Dr.  Openshaw  had  given  me  some. 

I  mentioned  I  had  had  trouble  with  diminishing 
of  the  testicles  and  penis.    And  he  said,  "Are  you 
taking  it  right  now?"  and  I  said  "No,"  but  that 
I  continued  taking  it  at  frequent  intervals  because 
it  has  a  tonic  effect  and  makes  me  feel  better.    He 
said,  "Would  a  50  milligram  shot  of  testosterone 
propionate  be  satisfactory"?"   And  I  said  "Yes."   I 
was  then  ushered  into  another  room.   In  a  few  sec- 
onds, a  laboratory  assistant  came  in  and  took  a  blood 
sample.  Then  he  went  out  of  the  room  and  Dr.  Belt 
came  in  and  gave  me  a  brief  re<3tal  examination  and 
went  out   of   the   room.    Then   another   laboratory 
technician  came  in  and  injected  me  with  a  50-milli- 
gram  shot  of  testosterone  propionate.   [699] 
The  Court:     How  did  you  know"? 
The  Witness:     Dr.  Ebert  said  it  would  be  a  50- 
milligram  shot  of  testosterone  propionate.    He  left 
the  room  and  then  Dr.  Belt  put  his  head  in  the  door 
and  said,  "What  do  you  want  on  your  prescription? 
How  many  tablets  would  you  like  on  your  prescrip- 
tion?"  I  mentioned  that  I  would  like  100  10-milli- 
i  gram  tablets,   or  linguets — pardon  me — of   methyl 
I  testosterone.   He  said  all  right  and  then  he  had  me 
i  urinate  in  three  glasses.    Then  he  asked  me,  "How 
!  do  you  take  these,  Allen?"  I  said,  "I  take  three  or 
i  four  a  day  and  then  maybe  I  lay  off  three  or  four 
j  days,  depending  how  I  feel,  and  then  I  resume." 
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He  said  all  right.  "What  did  the  Doctor  in  Salt 
Lake  City  charge  you?"  And  I  said,  ''$5.00."  And 
he  said,  "All  right.  Pay  the  girl  $5.00  on  your  way 
out." 

Q.  (By  Mr.  Elson)  :  Did  he  write  out  what 
purported  to  be  a  prescription  at  that  time  ? 

A.     Yes,  sir. 

Q.  I  show  you  here  what  purports  to  be  a  pre- 
scription, on  the  prescription  pad  of  Elmer  Belt, 
Urologic  Group.  Is  that  the  prescription  that  was 
written  out?  A.     Yes,  sir. 

Q.     Was  that  done  in  your  presence? 

A.  No.  He  stepped  out  of  the  room  to  write 
it  out  but  he  handed  it  back  to  me.  [700] 

Q.     Did  you  pay  the  girl  $5.00? 

A.     Yes,  sir. 

Q.     And  did  you  get  a  receipt  for  it? 

A.     Yes,  sir. 

Q.     Is  this  the  receipt  that  you  received? 

A.     Yes,  sir. 

Mr.  Elson:  I  offer  in  evidence  the  prescription 
referred  to  b}^  the  witness. 

The  Clerk:     Defendants'  Exhibit  F  in  evidence. 

Mr.  Elson:  And  I  offer  as  the  next  exhibit  in 
order  the  paper  referred  to  by  the  witness  as  a 
receipt.  * 

The  Clerk:     Defendants'  Exhibit  G  in  evidence. 

Q.  (By  Mr.  Elson)  :  Mr.  Parkinson,  did  you, 
on  June  30,  1949,  call  at  the  offices  of  a  Dr.  E.  A. 
Gummig  in  Pasadena?  A.    Yes,  sir. 

Q.     About  what  time  of  the  day? 
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*  *     * 

Mr.  Danielson:  We  will  object,  your  Honor,  to 
any  testimony  as  to  statements  of,  or  acts  by  these 
doctors  who  have  never  been  before  this  court.  [703] 

*  *     * 

The  Court:  Well,  this  witness  is  a  defendant  in 
the  case  and  naturally  he  is  looking  for  every  bit 
of  evidence  that  he  may  consider  in  his  defense. 
I  think  I  should  hear  it. 

Q.  (By  Mr.  Elson)  :  Now,  Mr.  Parkinson,  did 
you  call  at  the  office  of  Dr.  E.  A.  Gummig  in  Pasa- 
dena on  June  30,  1949  ?  A.     Yes,  sir. 

Q.     At  416  First  Trust  Building? 

A.     Yes,  sir. 

The  Court:     What  is  that  name? 

Mr.  Elson:     E.  A.  Gummig. 

The  Court :     In  Pasadena.  When  ? 

Mr.  Elson:     June  30th. 

The  Court:     Yes,  go  ahead. 

Q.  (By  Mr.  Elson)  :  Will  you  state  what  hap- 
pened when  you  called  at  that  office,  without,  how- 
ever, telling  us  anything  that  the  doctor  told  you? 

*  *     * 

Mr.  Neukom:  All  right.  We  will  withdraw  our 
objection. 

The  Court :  I  will  hear  this,  to  this  extent :  The 
1  witness  may  testify  that  from  these  several,  various 
j  doctors,  naming  them,  he  obtained  a  prescription 
1  or  got  an  administration  of  testosterone,  witliout 
I  a  physical  examination,  or  if  there  was  a  physical 
examination,  he  may  describe  that. 
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Mr.  Elson:     All  right. 

Q.    You  called  on  a  doctor  at  that  address? 

A.     Yes,  sir. 

Q.  Did  you  receive  a  prescription  for  Metandren 
Linguets  ? 

A.  Yes,  sir,  100  tablets  of  methyl  testosterone 
linguets. 

Q.  I  show  you  a  prescription  on  the  prescription 
pad  of  E.  A.  Gunmaig,  and  ask  you  if  that  is  the 
prescription  that  you  received. 

A.     Yes,  sir,  it  is. 

Q.  At  any  time  during  your  visit  at  the  doctor's' 
office,  did  he  lay  his  hands  on  you  ? 

A.     No,  sir. 

Mr.  Elson:  I  offer  this  as  Defendants'  Exhibit] 
next  in  [709]  order. 

The  Clerk:     Defendants'  Exhibit  H  in  evidence.) 

(The  document  referred  to  was  marked  De- 
fendants' Exhibit  H  and  received  in  evidence.) 

Mr.  Neukom:  Our  objection  is  as  I  previously 
stated. 

The  Court:  The  objection  will  be  noted  in  the 
record. 

Q.  (By  Mr.  Elson)  :  By  the  way,  what  was  the 
approximate  total  length  of  time  that  you  were  in 
Dr.  Belt's  office? 

A.     Not  over  10  minutes. 

Q.  What  was  the  approximate  length  of  time 
that  you  were  in  Dr.  Gummig's  office? 

A.     Not  over  one  minute?  L 

Mr.  Elson:     Cross-examine. 
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Cross-Examination 
By  Mr.  Danielson: 

Q.  Now,  who  was  the  first  doctor  you  saw  in  Dr. 
Belt's  offices,  Mr.  Parkinson?  A.     Dr.  Ebiert. 

Q.    And  precisely,  what  did  you  say  to  him? 

A.     I  told  him  I  would  like  some  testosterone. 

Q.     Did  you  tell  him  you  needed  any  testosterone  ? 

A.     I  told  him  I  would  like  some. 

Q.     What  else  did  you  tell  him? 

A.  And  he  asked  me  if  I  had  taken  testosterone 
before.  I  said,  "Yes,  sir,  approximately  two  years 
ago,  a  Dr.  Openshaw  in  Salt  Lake  City  administered 
some  testosterone  to  me  for  receding  of  the  testicles 
and  penis,"  and  it  helped  that  condition  and  I  con- 
tinued taking  it  off  and  on  because  of  the  tonic  effect. 

Then  he  asked  me  if  I  had  any  children.  I  told 
him  two.  And  if  I  was  married,  my  age  and  my 
address.  And  I  told  him  I  would  like  a  shot  and 
he  said  a  50  milligram  shot  of  testosterone  propi- 
onate, and  then  I  was  ushered  in  this  other  room. 

Q.  And  wasn't  it  true  that  Dr.  Openshaw  had 
so  treated  you?  A.     No,  it  was  not. 

Q.  You  were  lying  at  that  time,  were  you  not, 
Mr.  Parkinson?  A.    Yes,  sir. 

Q.  You  sell  testosterone,  do  you  not,  Mr.  Park- 
inson? A.     Yes,  sir. 

Q.  You  have  been  selling  it  for  some  time,  have 
you  not?  A.     Yes,  sir. 

Q.  You  actually  did  not  need  any  testosterone, 
did  you? 
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A.     No.  The  shot  did  me  no  good  whatsoever  one 
way  or  the  other. 

Q.    At  least  that  is  your  opinion? 

A.     That  is  my  opinion. 

Q.     You  are  not  a  doctor,  are  you? 

A.     No,  sir. 

Q.    Are  you  a  pharmacist  ?  A.     No,  sir. 

Q.     You  really  don't  know  what  happened  to  you 
as  a  result  of  the  testosterone  propionate,  do  you? 

A.     All  I  know,  it  had  no  effects  on  me  whatso- 
ever. 

Q.    All  you  know  is  you  don't  know  what  hap- 
pened to  you  whatsoever? 

A.     No.   I  had  no  ill  effects. 

Q.  Precisely,  what  samples  were  taken  from  you 
at  Dr.  Belt's  office? 

A.    A  blood  sample  and  three  urine  tests. 

Q.  A  blood  sample  was  taken  and  three  urine 
samples,  is  that  correct?  A.    Yes. 

Q.  What  was  your  purpose  in  going  to  Dr.  Belt's 
office. 

A.  After  hearing  his  testimony  in  this  court- 
room, it  was  unbelievable  to  me  that  those  tests  had 
been  made,  that  although  I  am  not  a  pharmacist,  I 
have  consulted  with  other  doctors  on  the  efficacious- 
ness or  harmful  effects  of  testosterone,  including  Dr. 
Glass,  and  I  know  that  those  tests,  from  the  doctors 
I  consulted  with,  are  not  made,  and  the  general 
consensus  of  opinion  is  that  testosterone  is  not  [712] 
dangerous  and  I  could  not  believe  my  ears  when  I 
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heard  Dr.  Belt  said  that,  and  I  wanted  to  prove  it 

to  nay  own  satisfaction. 

Q.     Do  you  know  what  tests  Dr.  Belt  made  ? 

A.  I  do  know  this,  I  was  only  there  10  minutes 
and  that  an  elaborate  test  could  not  be  made  on  my 
blood  and  urine  in  that  time.  That  is  my  personal 
opinion. 

Q.  But  you  did  tell  him  you  had  been  to  see  Dr. 
Openshaw  before? 

A.  I  told  Dr.  Ebiert  that  it  was  approximately 
two  years  before  that  and  that  the  condition  was 
corrected  and  that  now  I  was  taking  it  for  a  tonic 
effect,  and  also  Dr.  Belt  examined  my  testicles  and 
penis  and  said,  "They  look  all  right  now,"  and  I 
said,  ''They  are." 

Q.     He  said  they  looked  all  right. 

A.    Yes,  sir. 

Q.  Are  you  sure  that  he  did  not  say  they  were 
atrophied  or  too  small? 

A.  No,  sir.  He  said  they  looked  all  right.  Those 
are  his  exact  words. 

Q.  But  you  did  tell  him,  anyway,  that  Dr.  Open- 
shaw had  prescribed  this  testosterone  to  you  before  ? 

A.     I  told  Dr.  Ebiert  that  was  two  years  before. 

Q.     Did  you  tell  that  to  Dr.  Belt? 

A.     No.    Dr.  Belt  did  not  ask  me. 

Q.  Then,  Dr.  Ebiert  left  the  room,  before  you 
got  the  [713]  shot  of  testosterone? 

A.     Yes,  sir. 

Q.    And  before  you  got  the  prescription? 

A.     Yes,  sir. 
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Q.  You  do  not  know  whether  he  consulted  with 
Dr.  Belt  or  not,  then,  do  you? 

A.     I  have  no  idea. 

Q.  You  did  testify  that  Dr.  Belt  conducted  a 
rectal  examination,  did  you  not?  A.     Yes,  sir. 

Q.    He  felt  your  prostate  apparently,  then? 

A.     Yes,  sir. 

Q.  Again,  what  was  your  purpose  in  going  to 
Dr.  Belt's  office?  Was  it  not  to  see  if  you  could  trick 
him?  A.     No,  sir. 

Q.  Did  you  want  testosterone  when  you  went  in 
there,  actually  want  it? 

A.  No,  I  went  there  to  find  out  on  the  fact  testi- 
fied to,  if  it  was  true  what  he  said. 

Q.  You  weren't  going  in  there  in  good  faith  for 
medical  treatment,  were  you? 

A.  I  was  going  there  in  good  faith  to  see  if  Dr. 
Belt's  office  would  do  what  he  claimed. 

Q.     Were  you  going  in  good  faith  for  medical" 
treatment?  A.     No,  sir.  [714] 

Q.  Did  you  in  good  faith  tell  him  your  past 
medical  history  ? 

A.     I  was  not  asked  for  my  past  medical  history. 

Q.  Did  you  tell  him  in  good  faith  you  had  been 
to  see  Dr.  Openshaw?  A.     No. 

Q.  In  other  words,  you  lied  to  him,  then.  Your 
purpose  in  going  there  was  not  for  medical  treat- 
ment, was  it  ? 

A.  Mj^  purpose  in  going  there  was  for  informa- 
tion. 

Q.     Just  answer  my  question.  A.     No,  sir. 
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Q.  And  you  think  that  the  total  time  that  you 
remained  within  Dr.  Belt's  office  was  not  over  10 
minutes?  A.     Yes,  sir. 

Q.  Now,  you  went  to  Dr.  Gummig  in  Pasadena, 
and  you  already  had  a  prescription  for  a  hundred 
tablets  of  methyl  testosterone,  didn't  you. 

A.    Yes,  sir. 

Q.  And  you  went  for  another  prescription  for  a 
hundred  tablets  at  his  office,  did  you  not? 

A.     Yes,  sir. 

Q.  Did  you  go  in  there  in  good  faith,  Mr.  Park- 
inson ? 

A.  I  was  going  in  there  in  good  faith,  in  this 
respect,  I  was  going  in  there  in  good  faith  to  find 
out  if  a  general  practitioner  did  make  an  examina- 
tion, if  he  did  feel  that  it  [715]  was  necessary. 

Q.  Were  you  going  there  for  medical  treatment 
that  you  needed?  A.     No. 

Q.     Or  that  you  even  thought  you  needed? 

A.     No. 

Q.  You  were  going  there,  were  you  not,  only  to 
try  to  procure  more  evidence,  is  that  correct? 

A.  I  was  going  there  to  find  out  what  the  general 
practitioner  thought. 

Q.  Just  answer  my  question.  Were  you  going 
there  to  try  to  procure  some  more  evidence  for  the 
purpose  of  this  specific  testimony.  A.     Yes,  sir. 

Q.  And  that  was  the  only  reason  you  went  to  see 
Dr.  Belt,  was  it  not?  A.     Yes,  sir. 

[I     Q.    You  were  trying  to  manufacture   evidence, 
was  that  not  correct?  Just  answer  the  question. 
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A.     Yes,  sir. 

Q.     How  old  are  you,  Mr.  Parkinson? 

A.     Thirty  years  old. 

Q.     When  were  you  born? 

A.     January  26,  1919. 

Q.    You  are  married,  are  you?  [716] 

A.    Yes,  sir. 

Q.  Did  you  mention  anything  of  that  sort  to  Dr. 
Ebiert? 

A.     Dr.  Ebiert  asked  me  first 

Q.     What  address  did  you  give  Dr.  Ebiert? 

A.  341  Harding  Street — G  Street,  pardon  me, 
Salt  Lake  City,  Utah,  which  was  my  address  at  that 
time  two  years  ago. 

Q.     But  it  is  not  your  address  today? 

A.     No,  sir. 

*       -x-       * 

Q.  (By  Mr.  Danielson)  :  Your  address  as  of 
Jime  24,  1949,  was  what? 

A.     341  Harding  Street,  Long  Beach,  California. 

Q.    And  what  address  did  you  give  to  Dr.  Belt? 

A.     341  G  Street,  Salt  Lake  City,  Utah. 

Q.     Was  that  your  correct  address? 

A.    No,  sir. 

Q.  As  a  matter  of  fact,  you  were  giving  him  a 
false  address,  were  you  not?  A.     Yes,  sir.  [717] 

Q.     And  why  did  you  give  him  a  false  address? 

A.  For  the  simple  reason  that  I  would  be  asked 
why  I  did  not  go  to  my  local  physician,  which 
would 
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Q.  Certainly  embarrass  you,  would  it  not,  Mr. 
Parkinson  ? 

A.  Yes,  sir — not  quite  embarrass  me,  but  I 
wouldn't  have  what  I  went  there  for. 

Q.  You  did  not  need  any  prescription  for  testos- 
terone, did  you  ?  A.     No. 

Q.     You  sell  it?  A.     Yes,  sir. 

Q.  You  buy  it  wholesale,  you  can  buy  it  whole- 
sale? A.     I  manufacture  it. 

Q.     You  even  manufacture  it  ?  A.     Yes,  sir. 

Q.     As  well  as  evidence,  is  that  correct? 

A.     I  beg  your  pardon  ?  [718] 

*     *     * 

Q.  You,  then,  cannot  only  buy  it  wholesale,  you 
can  get  it  lower  than  wholesale,  you  make  it? 

A.     Yes,  sir. 

Q.  And  you  could  have  bought  it  from  Mr. 
Clemens  without  a  prescription,   couldn't  you. 

A.  I  could  buy  it  at  quite  a  few  drugstores  or  go 
to  a  doctor  and  ask  for  a  prescription. 

Q.  You  could  have  bought  it  from  Mr.  Clemens, 
without  a  prescription?  A.     Yes,  sir. 

Q.     As  well  as  from  yourself?  A.     Yes,  sir. 

Q.  The  entire  purpose  of  this  entire  journey, 
little  foray  of  yours,  was  merely  in  bad  faith  to  get 
prescriptions  from  doctors? 

*     *     * 

A.     To  determine  the  truth. 
Q.     To  in  bad  faith,  get  prescriptions  from  doc- 
tors for  testosterone,  isn't  that  a  fact? 
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A.     I  was  not  in  bad  faith. 

Q.     Did  you  need  the  prescriptions'? 

A.     No,  sir.  [719] 

Q.     But  you  went  to  them? 

A.     But  I  needed  it  to  find  out  the  truth. 

Q.  Now,  did  you  tell  Dr.  Belt  or  any  represen- 
tative of  his  office  that  you  had  been  taking  testos- 
terone over  a  period  of  about  two  years  ? 

A.  As  I  said  before,  approximately  two  year 
ago,  that  Dr.  Openshaw  had  administered  some  tes- 
tosterone to  me  and  that  off  and  on  I  had  taken  it, 
which  is  true,  because  it  made  me  feel  better. 

Q.     Now,  did  you  tell  them  that  Dr.  Openshaw 
had  been  treating  you  with  about  50  milligrams 
week  of  testosterone  ?  A.     No,  sir. 

Q.     Or  what  dosage? 

A.  No,  sir.  That  suggestion  came  from  Dr 
Ebiert. 

Q.     What   dosage   did   you   tell   them  that   yo 
received?  A.    He  did  not  ask  me. 

Q.     What  type  of  testosterone  did  you  tell  hi 
j^ou  had  been  receiving? 

A.  He  did  not  ask  me  that.  He  said,  ' '  Would  you 
like  a  50  milligram  shot  of  testosterone  propi- 
onate?" 

*     *     * 

Q.  (By  Mr.  Danielson)  :  What  type  of  testos- 
terone did  you  tell  him  you  had  been  taking  ?  [720] 

A.  I  did  not  tell  him.  I  said  I  had  been  taking 
testosterone,  that  was  all. 

Q.  Didn't  you  tell  him  you  had  been  taking  test- 
osterone propionate  or  Neo-Hombreol  ? 

II 
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A.     No,  sir. 

Q.  Did  you  tell  Mm  you  had  been  taking  testos- 
terone intra-muscularly  ?  A.     No,  sir. 

Q.  Did  you  tell  him  you  had  been  taking  testos- 
terone, these  10  milligram  tablets  or  linquets  to 
which  you  referred?  A.     No,  sir. 

Q.  Did  you  tell  him  you  had  been  taking  them 
three  times  a  day?  A.     I  told  Dr.  Ebiert  that. 

Q.  That  you  had  been  taking  them  three  times 
a  day? 

A.     No,  sir.    Three  or  four  times  a  day. 

Q.  Three  or  four  times  a  day.  Did  you  tell  Dr. 
Belt  who  referred  you  to  his  office. 

A.     No.   I  was  not  asked  that. 

Q.  Did  you  not  tell  Dr.  Belt  or  his  representative 
that  Dr.  Openshaw  had  recommended  that  you  visit 
his  office  in  Los  Angeles  ? 

A.     No.    I  did  not  say  that. 

Q.     You  did  not  say  that  ? 

A.  I  said  Dr.  Openshaw  had  treated  me  two 
years  ago.  [721] 

Q.  Just  specifically,  did  you  tell  Dr.  Belt  or  his 
representative  that  Dr.  Openshaw  had  recommended 
that  you  ^dsit  his  office  during  your  stay  in  Los 
Angeles,  for  testosterone  propionate  or  any  other 
[testosterone?  A.     No,  sir. 

I    Q.     Or  to  renew  his  prescription? 
I    A.     No,  sir. 

Q.  Did  you  tell  him  that  you  were  staying  in 
Los  Angeles  very  long?  A.     No,  sir. 
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Q.     Where  did  you  tell  him  you  were  going  ? 

A.     I  told  Mm  I  was  passing  through. 

Q.     Where  did  you  say  you  were  going? 

A.     On  my  way  to  San  Francisco. 

Q.     Did  you  tell  him  that  your  testicles  had  begun 
to  atrophy  two  years  ago? 

A.    I  told  Dr.  Ebiert,  not  Dr.  Belt. 

Q.  You  told  one  of  them  that  your  testicles  had 
begun  to  atrophy  two  years  ago? 

A.     I  told  them  that  they  had  been  receding. 

Q.     Was  that  true?  A.     No,  sir. 

Q.     That  was  a  lie,  too,  is  that  correct? 

A.     Yes. 

Q.     And  you  told  that  lie  to  a  doctor  in  what,  in| 
so  [722]   far  as  he  was  concerned,  was  an  honesi 
visit  of  a  patient  to  a  doctor  for  treatment,  is  thai 
correct  ? 

Mr.  Elson:    I  object  to  that  on  the  grounds  it  is) 
improper  cross-examination  and  it  calls  for  a  con- 
clusion of  the  witness  in  so  far  as  what  the  doctorl 
might  have  thought. 

Mr.  Danielson:  I  believe  that  the  question  is 
proper. 

The  Court:    I  think  it  does  call  for  a  conclusion)! 

Mr.  Danielson :   Thank  you.   I  will  withdraw  that. 

Q.  Did  you  tell  the  doctor  that  you  were  there 
without  need — you  were  there  only  to  procure  some 
evidence  for  this  trial?  A.     No,  sir. 

Q.  Did  you  tell  him  that  you  were  there  for 
treatment  ? 
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A.  I  told  Mm  I  was  there  because  I  wanted  some 
testosterone. 

Q.    You  told  him  you  needed  some  % 

A.     I  told  him  I  wanted  some  testosterone. 

Q.  You  told  him  the  reason  you  wanted  it  was 
for  a  tonic? 

A.     No.  I  told  him  I  had  used  testosterone  before. 

Q.  You  told  him  you  had  taken  it  for  a  tonic 
effect?  A.     Yes,  sir.    That  is  true. 

Q.  You  did  not  tell  him  anything  that  would  lead 
him  to  believe  that  you  did  not  need  it  for  tonic 
effect? 

A.  No,  sir,  nor  did  I  tell  him  I  was  suffering 
from  [723]  any  ailments.  I  was  not  asking  for  it  for 
that  purpose. 

Q.  Did  you  tell  him  that  you  were  there  for  any 
reason  other  than  the  usual  patient-physician  rela- 
tionship ? 

A.     No.    I  told  him  I  wanted  some  testosterone. 

Q.  And  at  that  time  you  told  him  that  your  testi- 
cles had  begun  to  shrink? 

A.  Two  years  ago,  but  they  were  all  right  now, 
and  Dr.  Belt  looked  at  me  and  said  they  were  all 
right. 

Q.  But,  nevertheless,  you  did  not  tell  the  truth 
about  that  physical  condition? 

A.     You  are  right,  sir. 

Q.  Did  not  Dr.  Belt  or  his  associate  tell  you  that 
they  could  not  give  you  testosterone  without  con- 
ducting a  physical  examination. 

A.     I  was  not  told  that. 
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Q.  Did  they  not  tell  you  that  they  could  not  give 
you  the  testosterone  without  conducting  this  exam- 
ination to  assure  themselves  that  the  material  would 
do  you  no  harm'? 

A.     No.   They  did  not  tell  me  that. 

Q.  Such  an  examination  was  carried  out,  how- 
ever, was  it  not?  A.     Yes,  sir. 

Q.  Just  what  examination  was  carried  out,  what 
portions  of  your  body  were  examined? 

A.    Rectal.  [724] 

Q.    Any  other?  A.    No,  sir. 

Q.  Did  they  examine  your  eyes? 

A.  No,  sir. 

Q.  Did  they  hold  a  light  up  before  your  eyes 
in  a  manner  that  doctors  do  in  a  general  exami- 
nation? A.    No,  sir. 

Q.    Did  they  examine  your  ears  and  nose  ? 

A.     No,  sir. 

Q.     Examine  your  throat?  A.    No,  sir. 

Q.  Did  they  examine  your  neck,  feel  of  your 
thyroid?  A.     No,  sir. 

Q.     Did  they  thump  your  chest  ?  A.     No,  sir. 

Q.     Or  back?  Did  they  take  your  blood  pressure? 

A.     No,  sir. 

Q.     Did  they  take  your  pulse?  A.     No,  sir. 

Q.  Did  they  listen  to  your  heart,  with  this  head 
phone  set  that  doctors  use  ?  A.     No. 

Q.     Did  they  feel  of  your  abdomen? 

A.    No,  sir. 

Q.  Did  they  test  your  reflexes,  hit  you  with  a 
hammer  [725]  on  the  knee?  A.    No,  sir. 
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Q.     Did  they  examine  your  penis'? 

A.     Yes,  sir,  and  my  testicles. 

Q.     They  examined  your  testicles.    Did  he  make 
an  examination  of  your  scrotum  by  feel  ? 

A.    Just  a  cursory  examination,  yes,  sir. 

Q.    What  examination? 

A.     Just  a  brief  examination. 

Q.     As  to  whether  it  is  cursory,  let  us  leave  that 
to  experts,  Mr  Parkinson.  A.     Yes,  sir. 

Q.     He  then  felt  of  your — he  did  examine  your 
prostate,  in  the  rectal  examination? 

A.    Yes,  sir. 

Q.     Did  he  make  any  comment  at  that  time  ? 

A.    He  said  it  was  all  right.    He  said  he  could 
feel  no  hardness,  to  use  his  exact  words. 

Q.     Then,  apparently  he  was  looking  for  hard- 
ness, then,  is  that  correct?  A.    Yes,  sir. 

Q.    He  did  make  urine  tests?  A.    Yes,  sir. 

The  Witness:     He  took  my  urine,  let  us  put  it 
that  way.  [726] 

Q.     (By  Mr.   Danielson)  :     That  is   correct,   he 
took  your  urine.    And  he  also  took  blood  samples? 

A.     Yes,  sir,  blood  sample. 

Q.     (By  the  Court)  :     Did  you  note  how  many 
cubic  centimeters  he  took  of  blood  ? 
I     A.     I  would  say  about  50,  sir,  but  at  best  that 
!  would  be  rough. 

i     Q.     (By  Mr.  Danielson) :     Have  you  done  any 
i laboratory  work,  Mr.  Parkinson?  A.     No,  sir. 

1     Q.    Have  you  ever  taken  a  blood  sample? 
,     A.    No,  sir. 


884  United  States  of  America  vs. 

(Testimony  of  Allen  H.  Parkinson.) 

Q.     You  are  not  a  chemist?  A.     No,  sir. 

Q.     Nor  a  biologist?  A.     No,  sir. 

Q.    What  has  been  your  business,  Mr.  Parkinson  ? 

A.  Previous  to  going  into  this  business,  I  was 
general  sales  manager  of  the  Piuma  Wine  Company. 
Previous  to  that  I  was  national  sales  manager  of 
Mercury  Eecord  Corporation. 

Q.     Is  that  phonograph  records? 

A.    Yes,  sir. 

Q.  How  long  have  you  been  in  this  business, 
Mr.  Parkinson? 

A.    Approximately  two  years.  [727] 

Q.  As  a  matter  of  fact,  you  would  not  know 
what  50  cubic  centimeters  looks  like,  would  you? 

A.    Yes,  sir. 

Q.     How  much  is  50  cubic  centimeters  ? 

A.  Well,  it  would  come  approximately  to  there 
(indicating  on  water  glass). 

Mr.  Elson:  There,  indicating  about  an  inch  or 
three-quarters  of  an  inch  from  the  bottom 

A.    Yes,  sir. 

Q.    of  a  water-glass?  A.     Yes,  sir. 

The  Court:  How  many  cubic  centimeters  are 
there  to  the  ounce  ? 

A.  I  don't  know,  sir.  The  reason  why  I  am 
familiar  with  that  particular  one  is  that  I  happen 
to  have  a  viol  in  my  office  with  centimeters  on  it. 

Q.  (By  Mr.  Danielson) :  Have  you  ever  been 
known  as  Hazen  A.  Parkinson,  Mr.  Parkinson? 

A.    Yes,  sir. 

Q.     Or  just  plain  Allan  Hazen  Parkinson? 
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A.    Yes,  sir. 

Q.     Or  Allan  Parkinson?  A.     Yes,  sir. 

Q.  You  have  lived  in  Salt  Lake  City,  I  see,  is 
that  correct?  [728]  A.     Yes,  sir. 

Q.  And  you  have  at  least  either  lived  in  or  been 
in  Las  Vegas,  Nevada,  is  that  not  correct? 

A.    Yes,  sir. 

Q.  Have  you  ever  been  convicted  of  a  felony, 
Mr.  Parkinson?  A.    No,  sir. 

Q.  Now,  Mr.  Parkinson,  I  see  you  have  been 
here  from  time  to  time.  I  also  notice  that  you 
weren't  here  on  a  couple  of  days.  Did  you  happen 
to  be  here,  by  any  chance,  during  Dr.  Belt's  testi- 
mony on  July  5th,  on  Tuesday  of  this  week? 

A.     No,  sir. 

Q.  You  remained  absent,  when  Dr.  Belt  was 
here,  is  that  correct?  A.     Yes,  sir. 

Q.  You  did  show  up  in  the  afternoon,  I  believe, 
did  you  not?  A.    Yes,  sir. 

Q.     Now,  Mr.  Parkinson,  Dr.  Belt  testified  (this 
appears  on  page  436  of  the  transcript,  starting  at 
:  line  20)  : 

"Now,  you  mentioned  the  precautionary  examina- 
tions which  were  given."  This  was  a  question  to 
iDr.  Belt.  "Assume  for  a  moment.  Doctor,  that  the 
1  patient  told  you  that  he  was  referred  by  another 
1  doctor  who  gave  him  such  drugs  from  time  to  time, 
jwould  that  change  the  procedure  at  all?  [729] 
I  "A.  Well,  if  a  patient  comes  to  me  referred  by 
'another  physician,  I  always  allow  the  other  physi- 
Ician  the  benefit  of  whatever  doubt  that  might  exist 
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in  my  mind  and  my  tendency  is  to  go  on  with  the 
original  treatment  he  has  established  until  I  can 
communicate  with  him  and  discuss  the  problem 
with  him.  It  is  possible  that  the  patient  may  not 
tell  me  things  that  he  has  communicated  to  his  other 
physician.  It  is  possible  that  I  may  not  see  things 
in  that  patient  that  the  other  physician  saw.  So, 
in  the  first  place,  a  generously  disposed  human 
being  would  not  say  right  away,  'Oh,  your  doctor 
is  doing  the  wrong  thing.  My  goodness,  this  is  the 
trouble.'  But  you  would  conform  to  the  treatment 
until  you  had  an  opportunity  for  discussion  and 
coming  to  a  common  understanding  of  that." 

Now,  as  a  matter  of  fact,  Mr.  Parkinson,  you 
told  Dr.  Belt  that  you  had  been  referred  by  Dr. 
Openshaw,  is  that  not  correct? 

A.  No.  I  mentioned  that  two  years  ago  I  had 
been  to  Dr.  Openshaw. 

Q.  And  that  you  went  back  to  him  for  the  same 
purpose,  to  get  some  testosterone? 

A.    Yes,  sir. 

Q.  Now  did  you  give  Dr.  Belt  Dr.  Openshaw's 
address  ? 

A.  No,  sir.  At  Salt  Lake  City,  I  gave  Salt  Lake 
City,  but  not  the  street  address.  [730] 

Q.  Did  you  give  him  Dr.  Openshaw's  name,  I 
mean  full  name?  A.    Yes,  Dr.  Openshaw. 

Q.  You  told  Dr.  Belt  that  you  were  going  to 
San  Francisco  and  were  here  only  temporarily. 

A.     I  told  Dr.  Ebiert. 

Q.     Dr.  Ebiert?  A.     Yes,  sir. 
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Q.  Who  was  in  Dr.  Belt's  office,  also,  at  that 
time?  A.     Yes,  Dr.  Belt's  clinic. 

Q.  And  who,  so  far  as  you  know,  could  or  at 
least  had  an  opportunity  to  talk  to  Dr.  Belt  prior 
to  the  time  that  Dr.  Belt  saw  joul 

A.     He  could  have. 

Q.  And  how  did  you  happen  to  go  to  Pasadena, 
Mr.  Parkinson*? 

A.  My  brother  lives  in  Altadena  and  I  was 
driving  through  and  stopped  off  at  this  place,  and 
while  I  was  there  I  stopped  in  Pasadena  to  pick 
up  the  prescription. 

Q.  Dr.  Belt  did  not  refer  you  to  Dr.  Gummig, 
did  he? 

A.  No,  sir,  and  I  did  not  tell  Dr.  Gummig  that 
he  did. 

Q.  Did  you  tell  Dr.  Gummig  that  Dr.  Open- 
shaw  had?  A.     No,  sir. 

Q.  Dr.  Belt  said  he  would — ^in  fact,  he  did  give 
you  a  prescription  which  would  carry  you  over  for 
a  time  at  least,  [731]  isn't  that  correct? 

A.     Quite  a  time. 

Q.  And  your  purpose  in  going  to  Dr.  Gummig 
was  identical  with  your  purpose  in  going  to  Dr. 
Belt,  is  that  correct?  A.    Yes,  sir. 

Q.  And  you  say  that  this  entire  examination 
cost  you  but  $5  at  Dr.  Belt's  office? 

A.    Yes,  sir. 

Q.    And  that  included  the  general  physical  ? 

Mr.  Elson:     No,  no. 

A.    No,  no.   There  was  no  general  physical. 
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Q.  (By  Mr.  Danielson)  :  Well,  yes,  the  general 
physical,  when  he  examined  your  body  from  head 
to  foot? 

A.  He  did  not  examine  my  body  from  head  to 
foot. 

Mr.  Elson:  The  examinations  to  which  he  has 
testified? 

Q.  (By  Mr.  Danielson)  :  The  examinations  to 
which  you  have  testified?  A.     Yes,  sir. 

Q.  And  likewise,  the  urine  samples  and  what- 
ever analysis  may  have  followed  from  it? 

A.    Yes. 

Q.  Likewise  the  blood  sample  and  whatever 
analysis  may  have  followed  from  that? 

A.    Yes,  sir. 

Q.     It  was  $5,  is  that  correct?  [732] 

A.    Yes,  sir. 

Q.    That  was  the  total  charge?  A.    Yes. 

*     *     * 

Q.  (By  Mr.  Danielson)  :  Mr.  Parkinson,  you 
say  that  you  did  not  believe  that  Dr.  Belt  was 
telling  the  truth  up  here  on  the  witness  stand,  is 
that  correct? 

A.  I  did  not  mean  it  quite  that  way.  The  truth, 
that  is  a  rather  broad  statement.  Put  it  this  way, 
I  did  not  think  that  he  went  through  the  procedure 
that  he  said  on  the  stand. 

Q.  You  don't  feel  that  the  procedures  he  has 
described  here  on  the  stand,  then,  would  necessarily 
be  carried  out  by  him  in  practice,  is  that  correct? 
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A.     Yes,  sir. 

Q.  You  heard  the  testimony  I  read  to  you  from 
Dr.  Belt's  testimony  to  the  effect  that  when  a 
patient  comes  to  his  office,  having  been  referred  by 
some  other  doctor,  he  would  go  right  along  with 
the  other  doctor's  previous  treatment? 

A.  I  did  not  state  I  had  been  referred  by  Dr. 
Openshaw.  I  stated  I  had  been  to  Dr.  Openshaw 
some  two  years  before. 

Q.  (By  Mr.  Danielson)  :  You  have  heard  the 
testimony,  that  I  have  read  to  you,  to  the  effect 
that  Dr.  Belt  said  that  if  a  patient  comes  into  his 
office  on  referral  from  another  doctor,  he  would 
tend  to  go  along  with  the  first  doctor's  treatment 
until  he  had  a  chance  to  communicate  with  that 
doctor  and  reach  an  agreement  with  him? 

A.    Yes,  sir. 

Q.  Would  it  surprise  you  to  think  that  Dr. 
Belt  may  have  made  such  a  communication  with 
Dr.  Openshaw? 

A.     Well,  I  am  neutral  on  it. 

Q.  Would  you  be  surprised  if  he  carried  out 
that  practice  which  he  testified  to  ? 

A.     I  have  no  opinion  on  that. 

Mr.  Danielson:     No  further  questions.  [734] 

Redirect  Examination 
By  Mr.  Elson : 

Q.  Just  one  question.  On  this  day  that  you  went 
up  there,  you  had  this  examination  at  10:00  o'clock 
in  the  morning,  was  it?  A.     Yes,  sir. 
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Q.  Did  you  return  to  the  court  room  that  morn- 
ing, after  this  examination  ? 

A.     I  was  here  at  11:00  o'clock.  i 

Mr.  Elson:     That  is  aU.  ^ 

Recross-Examination 
By  Mr.  Danielson: 

Q.  Mr.  Parkinson,  did  j^ou  ever  go  back  to  Dr. 
Belt  for  the  results  of  your  examination? 

A.     I  never  asked  him  for  them. 

Q.    Did  he  ever  offer  them  to  you? 

A.     No,  sir. 

Q.  Just  for  the  sake  of  the  record,  are  you  the 
same  Allen  H.  Parkinson  who  is  a  defendant  in  the 
case  of  United  States  vs.  Allen  H.  Parkinson? 

A.    Yes,  sir. 

Mr.  Danielson:     Thank  you.    That  is  all. 

*     *     * 

ALLEN  H.  PARKINSON 

a  witness  for  the  defendants,  being  heretofore  duly 
sworn,  resumed  the  stand  and  testified  further  as 
follows : 

Recross-Examination 

By  Mr.  Danielson: 

Q.     Mr.  Parkinson,  you  testified  that  you  saw  Dr. 
Openshaw  two  years  ago,  is  that  correct? 
A.    Yes,  sir. 

Q.    Have  you  seen  him  since  that  time? 
A.    Yes,  sir. 
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Q.  Is  it  not  true  you  saw  him  about  four  months 
ago,  more  or  less,  in  Salt  Lake  City?  Is  that 
correct?  A.     No,  sir. 

Q.  When  was  the  last  time  you  did  see  Dr. 
Openshaw  ? 

A.  I  was  on  my  way  back  East  and  saw  him  a 
little  while  ago. 

Q.  Do  you  mean  during  the  latter  part  of  June, 
possibly?  A.     Yes,  sir. 

Q.    During  the  time  this  trial  has  been  in  session? 

A.    Yes,  sir. 

Q.  Did  you  not,  likewise,  see  him  several  months 
ago?  A.     No,  sir. 

Q.  Who  was  present  with  you  in  Dr.  Openshaw 's 
office  [736]  when  you  did  see  him  a  few  weeks  ago 
the  last  time  you  saw  him?  A.     My  father. 

Q.  Had  your  father,  to  your  knowledge,  received 
treatment  from  Dr.  Openshaw  before? 

A.    In  what  respect? 

Q.     In  any  professional  respect. 

A.    I  think  so  but  I  couldn't  say  definitely. 

*     *     * 

Q.  By  Mr.  Danielson :  Did  you  invite  or  ask  or 
request  Dr.  Openshaw  to  come  to  Los  Angeles  and 
appear  as  a  witness  in  this  case  ?  A.     Yes,  sir. 

Q.  Did  you  see  Dr.  Openshaw  before  or  after 
you  saw  Dr.  Belt  on  June  24th?  A.    After. 

Q.     After  you  saw  Dr.  Belt  ?  A.     Yes,  sir. 

Q.  Did  you  tell  Dr.  Openshaw  you  had  seen  Dr. 
Belt?  A.    No,  sir. 
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Q.  Or  did  you  tell  Dr.  Belt  you  were  going  to 
see  Dr.  Openshaw?  A.     No,  sir. 

Q.    What  treatment  did  Dr.  Openshaw  give  you? 

A.     No  treatment. 

Q.    Did  you  request  any  treatment  of  him*? 

A.    No,  sir. 

Q.    Your  purpose  in  going  to  see  him  was  merely 

to  invite  him  to  be  a  witness  here,  is  that  correct"? 

A.    Yes,  sir. 

*     *     * 

Mr.  Elson :     Mrs.  Shinglman,  please. 

HANNAH  SHINGLMAN 

called  as  a  witness  for  the  defendants,  being  first 
duly  sworn,  testified  as  follows: 

The  Clerk:    Will  you  state  your  full  name? 
The  Witness:     Hannah  Shinglman. 
The  Clerk:     How  do  you  spell  it? 
The     Witness:     H-a-n-n-a-h      S-h-i-n-g-1-m-a-n ; 
9250  Olympic  Boulevard,  Beverly  Hills. 

Direct  Examination 
By  Mr.  Elson: 

Q.  Mrs.  Shinglman,  on  June  27th  of  [739]  this 
year,  did  you  go  to  the  office  of  the  Elmer  Belt 
Urologic  Group  in  Beverly  Hills? 

A.    Yes,  sir. 

Q.  Will  you  state,  please,  what  you  did  and 
whom  you  saw.    In  other  words  what  took  place? 

Mr.  Neukom:  Now,  your  Honor,  we  are  going 
to  object  to  this.  [740] 
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The   Court:     Overruled. 

Q.  (By  Mr.  Elson)  :  You  had  gotten  to  the 
office  of  the  Elmer  Belt  Urologic  Group  in  Bev- 
erly Hills.  Now,  will  you  state  what  happened, 
Mrs.  Shinglman? 

A.  Yes.  I  walked  into  the  office  and  asked  to 
see  Dr.  Belt  and  the  nurse  told  me  he  was  only 
there  on  Tuesday  and  Thursday  mornings.  I  de- 
cided to  leave  but,  on  thought,  I  decided  to  go 
back  in  again  and  ask  to  see  another  doctor.  So 
she  told  me  to  wait,  that  Dr.  Letoumeau  was  in 
and  would  speak  to  me.  And  she  asked  me  of  what 
nature  I  had  come  there  and  I  told  her  I  wished 
to  discuss  my  husband  with  the  doctor,  personally. 
So  I  waited  for  Dr.  Letourneau  and  he  came  into 
the  office  and  he  asked  me  what  he  could  do  for 
me  and  I  told  him  we  had  been  here  around  six  or 
eight  months  and  that  previous  to  this  time  my  hus- 
band had  not  been  feeling  well  for  the  last  few 
years ;  that  he  had  been  very  nervous  and  was  very 
jumpy  and  irritable,  and  we  figured  he  must  be 
going  through  the  male  change,  and  that  a  doctor 
in  Chicago  had  given  him  some  shots,  and  that  he 
had  done  so  well  that  he  had  put  him  on  tablets. 
And  I  showed  him  the  bottle,  and  he  had  run  out, 
and  so  he  gave  me  a  prescription  for  those  [745] 
tablets.  He  told  me,  if  I  liked,  perhaps  my  hus- 
band would  like  to  come  in  for  examination.  I 
told  him  he  was  quite  busy.  And  in  the  meantime 
he  wrote  out  the  prescription. 
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Q.     Was  that  done  in  your  presence? 

A.     Yes,  sir. 

Q.  I  show  you  here  a  prescription  on  the  pre- 
scription pad  of  the  Ehner  Belt  Urologic  Group, 
to  Mrs.  Shinghnan,  June  27,  1949,  for  100  Metan- 
dren  Linguets,  25  milligrams,  one  daily,  and  signed 
''M.  Letourneau,  M.  D."  Is  that  the  prescription 
you  received  at  that  time?  A.    Yes,  sir 

Mr.  Elson:  I  offer  this  in  evidence  as  the  de- 
fendants' next  exhibit  in  order. 

Mr.  Danielson:     The  same  objection. 

Mr.  Elson:     And  you  may  cross-examine. 

The  Clerk:  That  \\i\\  be  Defendants'  Exhibit 
I  in  evidence. 

Cross-Examination 

By  Mr.  Danielson: 

Q.  Did  you  say  your  name  is  Mrs.  Hannah 
Shinglman?  A.     That  is  correct. 

Q.  Are  you  married?  A.    Yes,  sir. 

Q.  Do  you  still  have  a  husband? 

A.  Yes,  sir.  [746] 

Q.  And  you  are  living  with  him,  is  that  correct? 

A.  Yes,  sir. 

Q.  AVhat  is  your  business,  Mrs.   Shinglman? 

A.  I  am  a  housewife. 

Q.  Do  you  have  any  other  business? 

A.  No,  sir. 

Q.  Are  you  being  paid  for  testifying  here  to- 
day? A.     I  don't  know.  i 
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Q.     What  agreement  do  you  have  as  to  being 
paid  to  testify  here  today? 

A.     No  agreement. 

Q.    Who  invited  you  to  testify? 

A.     Mr.  Elson. 

Q.    You  were  at  Dr.  Belt's  office  on  June  27th? 

A.    Yes,  sir. 

Q.     And  at  whose  instigation  did  you  go  there? 

A.     Mr.  Elson 's. 

Q.    You  hadn't  planned  to  go  there  until  Mr. 
Elson  suggested  you  do  so?  A.     Correct. 

Q.     Where  do  you  live? 

A.     9250  Olympic  Boulevard,  Beverly  Hills. 

Q.     Where  is  his  office? 

A.     On  Lasky  Drive. 

Q.     That  is  about  how  far  from  where  you  live? 

A.     Approximately  a  mile  or  a  mile  and  a  half. 

Q.    Did  you  tell  Dr.  Letourneau  that  you  were 
there  solely  at  the  instigation  of  Mr.  Elson? 

A.     No,  sir. 

Q.    You  said  you  were  there  because  you  wanted 
some  tablets  for  your  husband?  A.    Yes,  sir. 

Q.     As  a  matter  of  fact,  does  your  husband  use 
such  tablets?  A.     Yes,  sir;  he  does. 

Q.    And  has  he  been  using  them  for  some  time? 

A.     Yes,  sir. 
I     Q.     And  you  did  show  Dr.  Letourneau  the  bottle, 
;  the  old  prescription  ? 

I     A.    Yes,  sir.    This  is  the  bottle  I  gave  him. 
I     Q.    And  you  told  Dr.  Letourneau  that  your  hus- 
band had  been  taking  these  as  the  result  of  the 
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treatment  of  some  doctor  in  Chicago,  on  his  sug- 
gestion*? A.     Yes,  sir. 

Q.  And  it  was  after  that  that  Dr.  Letourneau 
gave  you  the  prescription?  A.    Yes,  sir. 

Q.    And  no  charge  for  the  prescription? 

A.     No,  sir. 

Q.  Just  for  the  sake  of  the  record,  this  label 
on  this  [748]  bottle  says,  "100  tablets  Metandren, 
Ciba's,  trade  name  for  methyl  testosterone;  each 
tablet  contains  25  milligrams  of  methyl  testoster- 
one."   That  is  correct,  is  it?  A.     Yes,  sir. 

Q.  Were  you  subpoenaed  to  appear  here,  Mrs. 
Shinglman?  A.     No,  sir. 

Q.    Have  you  received  any  pay  at  all? 

A.    No,  sir. 

Q.    Any  pay  for  appearing  here? 

A.     No,  sir. 

Q.  Has  any  promise  or  offer  been  made  to  you 
for  payment  ?  A.     No,  sir. 

Q.  Do  you  appear  frequently  as  a  witness  in 
cases  of  this  type?  A.     No,  sir. 

Q.  Have  you  ever  appeared  as  a  witness  pro- 
fessionally? A.     No,  sir. 

Q.  This  is  your  first  professional  trip  as  a  wit- 
ness, then,  is  that  correct? 

A.     It  depends  on  what  you  call  '^ professional.^' 

Q.  You  have  no  other  purpose  in  being  here, 
have  you?  A.    No,  sir. 

Q.  You  told  Dr.  Letourneau  that  you  were  here 
temporarily,  isn't  that  correct?  [749] 

A.  No.  I  told  him  we  had  only  been  here  six 
or  eight  months. 
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Q.     Who  referred  you  to  Dr.  Letourneau*? 

A.     Nobody. 

Q.  You  just  dropped  in  off  the  street,  did  you? 
You  had  no  reference?  A.     He  didn't  ask  me. 

Q.  Did  you  tell  him  whether  you  had  any  ref- 
erence? A.     No,  sir. 

Q.  I  believe  you  testified,  Mrs.  Shinglman,  that, 
after  showing  the  doctor  the  bottle  and  telling  him 
this  background  about  the  medicine  having  been 
used  by  your  husband — you  did  testify,  did  you  not, 
that  you  then  asked  him  to  please  give  you  some 
more,  that  the  bottle  was  running  dry? 

A.    Yes,  sir. 

Q.  And  I  believe  you  also  said  that  the  doctor 
suggested  that  you  have  your  husband  come  in  for 
examination,  is  that  not  correct? 

A.    If  he  liked. 

Q.  Of  course,  you  couldn't  force  him  to  come 
in,  is  that  correct?     Isn't  that  correct? 

A.     I  don't  know. 

Q.  The  doctor  couldn't  force  him  to  come  in  for 
examination?    That  is  correct,  isn't  it?  [750] 

A.     I  don't  know.  [751] 

*     *     * 

Mr.  Elson:    Mr.  Parkinson. 

HAZEN  S.  PARKINSON 
called  as  a  witness  on  behalf  of  the  defendants, 
being  first  duly  sworn,  testified  as  follows: 

The  Clerk:    Your  full  name? 
A.     Hazen  S.  Parkinson. 
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Direct  Examination 
By  Mr.  Elson: 

Q.  Mr.  Parkinson,  will  you  please  speak  loudly 
so  that  we  call  all  hear  you?  A.    Yes,  sir. 

Q.  Mr.  Parkinson,  are  you  the  father  of  Allen 
H.  Parkinson?  A.    Yes,  sir. 

Q.     Defendant  in  one  of  these  actions'? 

A.    Yes,  sir. 

Q.  Did  you  recently  accompany  your  son  on  a 
trip  to  Chicago?  A.    Yes,  sir. 

Q.    By  automobile?  A.    Yes,  sir. 

Q.    And  you  arrived  in  Chicago  on  what  day? 

A.  The  29th  of  June,  I  think  it  was— the  26th 
of  June.  [753] 

Q.    What  day  of  the  week  would  that  be? 

Q.    What?  A.     Sunday. 

Q.  Sunday.  On  the  following  day,  Monday, 
which  was  the  27th,  of  course,  did  you  go  to  the 
office  of  Dr.  Norris  J.  Heckel?  A.     Yes,  sir. 

Q.    About  what  time  of  day? 

A.     It  was  shortly  after  1:00  o'clock. 

Q.     In  the  afternoon?  A.    Yes,  sir. 

Q.     Did  you  go  into  the  office  ?  A.    Yes,  sir. 

Q.  All  right  now,  wiU  you  state  who  you  saw 
and  what  happened? 

A.  I  met  the  nurse  and  asked  if  I  could  see  Dr. 
Heckel. 

Q.     Speak  a  little  louder. 

A.     I  met  the  nurse,   first,   and   she   asked  me 


El-0-Pathic  Pharmacy,  et  al.,  etc.  899 

(Testimony  of  Hazen  S.  Parkinson.) 

what  I  wanted  and  I  told  her  I  would  like  to  see 

Dr.  Heckel,  if  he  was  in. 

She  said,  "Be  seated  just  a  moment."  And  she 
went  back  and  I  suppose  seen  Dr.  Heckel  and  she 
told  me  to  be  seated  and  he  would  see  me  shortly. 

Mr.  Neukom:  Now,  your  Honor,  I  want  to  ob- 
ject. Here  [754]  is  Dr.  Heckel,  a  busy  urologist 
back  in  Chicago.  Now,  we  knew  about  this,  and 
we  have  letters  from  Dr.  Heckel  explaining  all  this 
to  us.  This  has  not  been  a  surprise  to  the  Gov- 
ernment. [755] 

*         45-         4fr 

The  Court:  I  don't  want  to  hear  any  of  the  evi- 
dence of  this  witness'  experience,  nor  do  I  want 
to  see  the  letters  of  Dr.  Heckel.  He  was  on  the 
stand  here,  called  for  a  purpose.  He  testified  as  to 
that.  Then  he  went  into,  upon  examination,  cross- 
examination  or  otherwise,  as  to  what  the  average 
doctor  might  do,  and  I  don't  know  that  he  is  any 
more  competent  to  testify  as  to  that  than  a  lay- 
man. I  did  not  attach  much,  if  any,  importance 
or  credence  to  his  views  as  to  what  an  average  prac- 
titioner might  do,  in  prescribing  or  administering 
this  medicine.    I  don't  want  to  go  any  further  into 

that.  [760] 

*     *     * 

The  Court:  I  don't  care  for  it.  There  isn't  any 
doubt  but  what  you  could  make  a  showing  that 
thousands  of  doctors  prescribe  what  a  patient  asks 
for.     Unquestionably,   you   can   find   doctors   who 
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will  commit  ciiminal  abortion.  Sometimes  doctors 
don't  stick  to  their  own  code.  I  don't  care  for 
any  more  of  that  evidence  because  I  am  satisfied, 
in  my  own  mind,  that  this  could  go  on  ad  infinitum. 
So  I  think  it  would  be  well  to  withdraw  this  wit- 
ness. 

Mr.  Elson:  Your  Honor,  for  the  purpose  of  the 
record,  may  I  make  an  offer  of  proof  in  these  two 
instances  ? 

The  Coui't:     Yes;  surely. 

Mr.  Elson:  It  will  take  me  a  little  time  to  do 
it  but,  if  you  will  bear  with  me,  I  would  like  to 
do  it.  With  reference  to  this  witness,  Mr.  H.  S. 
Parkinson,  I  offer  to  prove  that,  on  June  27,  1949, 
he  went  to  the  office  of  Dr.  Norris  J.  Heckel 
shortly  after  1:00  o'clock  p.m.;  that  he  saw  the 
nurse  firet  and  she  asked  him  who  he  wanted  to 
see  [762]  there  and  he  said  some  of  the  fellows  in 
the  garage  in  the  hotel  where  he  was  staying  sent 
him;  that  she  first  took  his  name  and  his  address 
in  Chicago,  told  him  to  be  seated  and  she  would 
see  the  doctor;  that  she  went  to  see  the  doctor  and 
then  he  waited  about  five  minutes,  when  she  took 
him  into  a  room,  told  him  to  be  seated  there  and 
the  doctor  would  be  in;  that  he  came  in  in  about 
three  or  four  minutes  and  shook  hands  with  Mr. 
Parkinson.  Mr.  Parkinson  introduced  himself,  told 
the  Doctor  that  he  wanted  to  get  this  refilled  and 
handed  him  an  empty  bottle. 

He  told  the  Doctor  he  was  leaving  to  go  on  a 
ship  right  away  and  wanted  to  have  the  prescrip- 
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tion  refilled.    The  Doctor  asked  him  how  old  he  was 
and  he  said  65  years  old.     The  Doctor  asked  Mr. 
Parkinson  if  he  was  married  and  he  replied  no. 
The  Doctor  asked  what  he  was  taking  them  for 
and  Mr.   Parkinson  replied  that  he  thought  that 
they  sort  of  tightened  up  his  muscles  and  toned  up 
his  system.    The  doctor  gave  him  a  glass  and  told 
him  to  give  him  a  urine  sample.     The  doctor  left 
the  room  and  was  gone  about  three  minutes.     The 
doctor  said  maybe  he  had  better  have  an  examina- 
tion and  he  examined  his  rectum,  which  examina- 
tion consumed  not  over  30  seconds.     The   doctor 
asked  how  many  he  wanted  and  Parkinson  said  he 
wanted  the  bottle  filled.    The  doctor  replied,  "That 
will  be  expensive,"  and  Parkinson  said  that  he  was 
going  on  a  ship  and  didn't  want  to  run  out.    That 
he  was  going  on  shuttle  runs,  [763]  which  would 
consume  about  a  year,  and  "You  know  on  a  ship 
there  are  several  staying  in  a  room  and,  whenever 
you  take  a  pill,  some  of  the  others  will  want  one, 
too,  and  you  have  got  to  give  it  to  them."  The  doc- 
tor then  wrote  out  the  prescription  in  Mr.  Parkin- 
son's presence  and  handed  it  to  him,  for  500  Metan- 
dren  Linguets,  5  milligrams,  directions,  one  a  day. 
Parkinson  paid  him  $5.00.    The  doctor  asked  Park- 
inson how  many  he  took  per  day  and  Parkinson 
replied  that  he  sometimes  took  two  or  three,  de- 
pending upon  how  he  felt.    The  doctor  said,  "Why 
don't  you  just  take   one?"   and   Parkinson   said, 
"Well,  I  can  just  take  one  if  you  say  so.    You  are 
the  doctor."    Then  Dr.  Heckel  said,  "You  can  take 
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one  or  two  a  day  for  a  week  or  two  and  then  drop 
back  to  one  a  day. ' '  Nothing  was  said  to  Mr.  Park- 
inson by  the  doctor  about  that  the  taking  of  this 
product  might  affect  his  sterility  or  fertility  or 
that,  if  any  other  men  on  the  ship  might  take  it,  it 
might  accelerate  the  growth  of  a  cancer  of  the  pros- 
tate or  affect  their  fertility. 

I  also  offer  to  prove  that  Mr.  Parkinson  called 
on  several  doctors,  on  the  dates  mentioned  on  cer- 
tain prescriptions,  throughout  parts  of  Los  Angeles 
County,  and  talked  at  random;  that  in  each  in- 
stance he  went  into  the  doctor's  office,  told  the  doc- 
tor that  he  wanted  tliis  same  bottle,  the  one  he 
used  when  he  saw  Dr.  Heckel,  refilled,  and  asked 
for  a  prescription ;  that  in  each  instance  he  received 
a  prescription  for  [764]  these  linguets  and  on  no 
occasion  was  anything  said  to  Mr.  Parkinson  about 
sterility  or  fertility  or  cancer  of  the  prostate,  nor 
did  any  of  the  doctors  lay  a  hand  on  him,  and  he 
did  not  call  on  any  doctor  who  turned  him  down 
on  the  request  for  a  prescription. 

The  doctors  that  would  be  subject  to  Mr.  Parkin- 
son's testimony  in  that  regard  would  be  Dr.  G.  G. 
Ferbryck,  M.  D.,  516  Professional  Building,  117 
East  8th  Street,  Long  Beach,  California,  who  wrote 
out  a  prescription  for  Metandren  Linguets,  one  a.m. 
and  p.m.,  and  the  date  was  June  29,  1949;  Dr. 
Wayne  P.  Hanson,  in  the  same  building,  on  June 
30,  1949,  wrote  out  a  prescrij^tion  for  500  10-milli- 
gram  Metandren  Linguets,  directions,  one  linguet 
daily;  that  he  also  called  on  Dr.  George  D.  Stilson 
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and  Dr.  Milo  Ellik,  together  in  the  same  office,  511 
Professional  Building,  117  East  8th  Street,  Long 
Beach,  on  June  30,  and  received  a  prescription  from 
Dr.  EUik  for  500  Metandren  Linguets,  directions, 
as  directed;  that  he  called  on  Dr.  Raymond  W. 
Kelso  on  June  31,  1949,  the  doctor's  address  being 
117  East  8th  Street,  Long  Beach,  who  wrote  out  a 
prescription  for  250  10-milligram  Metandren  Lin- 
guets, with  directions,  dissolve  one  on  tongue  each 
day;  that  he  called  on  George  B.  Hanson,  M.  D., 
716  Professional  Building,  117  East  8th  Street, 
Long  Beach,  on  June  30,  1949,  received  a  prescrip- 
tion for  250  Metandren  Linguets,  10  milligrams, 
directions,  one  per  day;  that  he  [765]  called  on  Dr. 
H.  F.  Gramlich  on  June  30,  1949,  address,  117  East 
8th  Street,  Long  Beach,  and  received  a  prescrip- 
tion for  one  bottle  of  Metandren  Linguets,  direc- 
tions, as  directed;  that  he  called  on  Dr.  P.  W. 
Prince  of  the  Bishop  Clinic  Staff,  117  East  8th 
Street,  Long  Beach,  on  June  30,  1949,  and  received 
a  prescription  for  250  10-milligram  Metandren  Lin- 
guets, directions,  I  guess  it  is,  one  daily,  dissolve  in 
mouth ;  that  he  called  on  Dr.  L.  L.  Wiltse,  714  Pro- 
fessional Building,  117  East  8th  Street,  Long  Beach, 
on  June  30,  1949,  and  received  a  prescription  for 
500  Metandren  Linguets,  directions,  take  as  di- 
rected; that  he  called  on  Dr.  Marvin  R.  Lauer,  829 
East  Compton  Boulevard,  Compton,  California,  on 
July  2,  1949,  and  received  a  prescription  for  500 
Metandren  Linguets,  10  milligrams,  directions,  use 
as  directed;  that  he  called  on  Dr.  Francis  J.  Ort, 
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107  North  Santa  Fe  Avenue,  Compton,  California, 
on  July  2,  1949,  and  received  a  prescription  for  500 
Metandren  Linguets,  directions,  two  daily;  that  he 
called  on  Dr.  L.  C.  Lowe,  706  South  Hill  Street, 
Los  Angeles,  on  July  1,  1949,  and  obtained  a  pre- 
scription for  500  Metandren  Linguets,  10  milli- 
grams, directions,  as  directed;  that  he  called  on 
Dr.  Glenn  E.  Jones,  403  West  8th  Street,  Los  An- 
geles, on  July  1,  1949,  and  received  a  prescription 
for  500  Metandren  Linguets,  10  milligrams,  direc- 
tions, one  or  two  per  day;  that  he  called  upon  Dr. 
R.  L.  Byron,  1015  Chapman  Building,  756  South 
Broadway,  [766]  Los  Angeles,  on  July  1,  1949,  and 
received  a  prescription  for  500  Metandren  Linguets, 
10  milligrams,  directions,  one  as  directed. 

The  Court:  The  offer  of  proof  is  refused.  You 
may  file  those  prescriptions.  [767] 

*  *     * 

The  Court:     Exhibit  J  is  received  in  evidence. 
The  Clerk:     Exhibit  J  in  evidence. 

*  *     * 

Q.  (By  Mr.  Elson)  :  Let's  start  from  here.  You 
got  into  the  office  and  now  will  you  state,  please, 
what  happened? 

A.  I  asked  the  nurse  for  Dr.  Heckel  and  she 
said,  *'Be  seated  a  minute  and  I  will  go  in  and  see 
the  Doctor." 

She  returned  in  a  minute  or  two  and  said,  *'Be 
seated,"  or  ^'Stay  seated  and  the  Doctor  will  be 
back."     In  about  three  minutes  she  took  me  into 
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another  room  and  said,  ''The  Doctor  will  come  in 
here."  In  about  three  minutes  he  came  in.  We 
shook  hands  and  I  introduced  myself  and  told  him 
what  I  wanted.  I  told  him  I  wanted  to  get  this 
bottle  refilled 

Q.  What  a  minute.  Did  you  have  a  bottle  with 
you?  A.    Yes,  sir. 

Q.  I  have  a  bottle  with  a  label  on  it,  "Metan- 
dren  Linguets,  500,"  with  some  other  writing  on 
there.  Is  that  the  bottle  that  you  presented  at  that 
time?  [772]  A.     That  is  right. 

Q.     Go  ahead,  please. 

A.  And  I  showed  him  a  prescription  I  had  from 
Dr.  Openshaw,  that  I  had  been  taking  by  injection. 

Q.     For  testosterone? 

A.  Yes ;  the  same  thing.  I  told  him  I  was  going 
on  a  ship  and  I  was  going  to  take  them  by  mouth. 

The  Court :  You  showed  him  a  prescription  from 
some  other  doctor? 

The  Witness :  Yes ;  Dr.  Openshaw  had  given  me 
a  prescription  to  be  given  by  injection,  and  he  says, 
"When  you  get  on  the  ship,  you  will  need  to  take 
them  by  mouth,"  and  I  had  the  prescription  to  take 
them  by  mouth.  [773] 

And  he  said  he  had  just  been  to  Los  Angeles  on 
a  trial  and  I  says,  "Well,  what  was  wrong,  was 
there  anything  wrong  with  them?" 

And  he  said,  "No,"  and  he  said,  "There  are 
some  conditions  where  they  might  make  a  palpa- 
tion of  the  prostate  gland." 
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And  I  said,  "Was  there  anything  wrong  with 
taking  them,  then,  that  is  going  to  do  me  any  dan- 
ger?   If  there  is,  I  don't  want  them." 

He  said,  ''Oh,  no,  I  don't  know  as  they  will  do 
you  any  damage,  but  w^e  don't  want  them  sold  over 
the  counter." 

Q.  (By  Mr.  Elson)  :  Did  the  doctor  examine 
you  in  any  way?  A.     Yes. 

Q.     Tell  me  what  he  did. 

A.  He  took  the  urine — he  gave  me  a  glass  and 
told  me  to  give  him  a  urinal  sample  and  he  exam- 
ined my  prostate. 

Q.     He  put  his  finger  up  your  rectum? 

A.     Yes. 

Q.  And  did  he  write  this  prescription  in  your 
presence  ?  A.     Yes. 

Q.  And  w^as  there  anything  said  by  the  doctor 
to  you  on  the  subject  of  fertility  or  sterility? 

A.    No. 

Q.  Did  you,  in  your  discussion  with  the  doctor, 
discuss  rooming  with  other  men  on  a  ship?  [774] 

A.     Yes. 

Q.  Will  3^ou  tell  us  what  the  subject  of  the  con- 
versation was  ? 

A.  Well,  when  I  told  him  I  wanted  the  500,  he 
said,  ' '  That  is  quite  a  few. ' '  He  said,  ' '  They  are  ex- 
pensive, too." 

I  said,  "Well,  if  you  have  ever  been  on  a  ship, 
there  are  three  or  four  men  to  a  room  and  every 
time  you  take  a  pill,  someone  else  wants  one." 

He  laughed.    He  said,  "That  is  right."    So  he 
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made  them  at  500.    He  said,  "How  do  you  take 

them?" 

I  said,  ''I  take  one  or  two  a  day  mostly  and  ac- 
cording to  how  I  feel." 

He  said,  "I  will  put  down  here  'one  a  day,'  and 
take  them  the  way  you  feel,  the  way  you  have  taken 
them  before." 

I  said,  "Okay,"  and  I  said,  "They  won't  do  me 
any  damage?"  He  said,  "No." 

Q.  (By  Mr.  Elson)  :  All  right.  Now,  how  long 
a  time  was  consumed,  approximately,  from  the  time 
you  walked  into  the  doctor's  office  until  the  time  you 
walked  out  with  the  prescription? 

A.     I  would  say  five  or  six  minutes. 

Mr.  Elson :     Cross-examine. 

I  would  like  to  offer  this  bottle  into  evidence. 

Mr.  Neukom:     No  objection. 

Mr.  Elson:  As  defendants'  exhibit  next  in 
order.  [775] 

The  Clerk:  That  will  be  Defendants'  Exhibit  K, 
the  bottle. 

(The  article  referred  to  was  marked  Defend- 
ants' Exliibit  K  and  received  in  evidence.) 

Mr.  Elson:  And  these  other  prescriptions  that 
were  included  in,  let  us  say,  my  second  offer  of 
proof.  Would  you  mark  these  for  identification,  Mr. 
Clerk,  as  one  composite  exhibit,  with  the  receipts 
attached  to  the  ones  in  which  receipts  were  obtained  ? 

The  Court:     Yes. 

The  Clerk:     Yes.    That  will  be  Defendants'  Ex- 
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hibit  L,  for  identification,  group  of  receipts.  Those 

are  receipts  and  prescriptions. 

(The    documents   referred   to   were   marked 
Defendants'  Exhibit  L  for  identification.) 

Cross-Examination 

By  Mr.  Danielson : 

Q.    How  old  are  you,  Mr.  Parkinson? 

A.     Sixty-five. 

Q.  As  a  matter  of  fact,  you  told  Dr.  Heckel  you 
were  72,  didn't  you? 

A.  No,  I  did  not.  I  showed  him  my  merchant 
marine  card,  that  says  65  right  on  it.  I  handed  him 
that  (indicating  card). 

Q.     Where  were  you  born?  [776] 

A.     Franklin,  Idaho. 

Q.     Where?  A.     Franklin,  Idaho. 

Q.    And  when?  A.    April  1,  1884. 

Q.     Who  referred  you  to  Dr.  Heckel  ? 

A.  I  told  him  that  a  man  in  a  garage  at  the  hotel 
where  we  stayed  did. 

Q.     Who  actually  referred  you  to  Dr.  Heckel? 

A.     Why,  my  son. 

Q.     That  is  Mr.  Parkinson  here 

A.     Yes. 

Q.    a  defendant  in  one  of  these  cases? 

A.    Yes,  sir. 

Q.  You  say  you  arrived  in  Chicago  about  Jime 
26th?  A.     Yes,  sir. 

Q.     Where  were  you  just  prior  to  that  time? 

A.     You  mean  the  day  before  ? 
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Q.  Well,  two  or  three  days  before,  had  you  just 
come  in  from  Salt  Lake  City  % 

A.     No.   I  was  in  Long  Beach. 

Q.     From  Long  Beach,  you  came  in? 

A.     Yes. 

Q.  What  was  the  purpose  of  your  trip  to 
Chicago  ? 

A.     To  get  a  prescription  from  Dr.  Heckel.  [777] 

Q.  That  was  you  entire  purpose  of  your  trip 
from  Long  Beach,  from  the  Pacific  Coast  to  the  city 
of  Chicago? 

A.     Yes,  sir,  that  was  my  entire  purpose. 

Q.     Sir  ?  A.     That  was  the  entire  purpose. 

Q.     Who  paid  your  expenses  on  that  trip  ? 

A.     My  son. 

Q.  Again  referring  to  Allan  Parkinson,  a  de- 
fendant in  one  of  these  cases  ?  A.     Yes,  sir. 

Q.  When  did  you  see  Dr.  Openshaw  last,  Mr. 
Parkinson  ? 

A.     It  would  be  on  the  25th  of  June. 

Q.     That  is  at  Salt  Lake  City?  A.     Yes,  sir. 

Q.     On  the  25th  of  June?  A.     Yes,  sir. 

Q.  And  your  son  was  present  at  that  time,  is 
that  correct?  A.     Yes,  sir. 

Q.     Is  that  not  correct? 

A.     Yes,  that  is  right. 

Q.  Did  you  receive  any  testosterone  from  Dr. 
Openshaw  at  that  time  ? 

A.     I  received  a  prescription,  but  no 

Q.     You  received  a  prescription  at  that  time? 

A.     Yes,  sir. 
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Q.  Is  that  the  prescription  you  showed  to  Dr. 
Heckel  at  Chicago  ?  A.     That  is  right. 

Q.  As  a  matter  of  fact,  had  you  been  taking 
testosterone  for  a  couple  of  years  ? 

A.    I  had  taken  some  my  son  had  given  me. 

Q.  Had  you  been  receiving  an}^  such  treatment 
from  Dr.  Openshaw  at  Salt  Lake  City  ■? 

A.     No,  sir. 

Q.  When  had  you  last  seen  him  prior  to  June 
25th? 

A.  I  think  I  was  in  Salt  Lake  last  fall  and  I  saw 
him. 

Q.  When  you  are  in  Salt  Lake,  he  is  your  reg- 
ular doctor,  is  that  correct  ?  A.     That  is  right. 

Q.    Are  you  a  sailor,  Mr.  Parkinson? 

A.  I  belong  to  the  Coast  Guard.  That  is  a  sailor, 
yes. 

Q.     Well,  are  you  active  as  such  ? 

A.    Not  right  now. 

Q.  How  long  has  it  been  since  you  were  an  active 
sea-going  sailor? 

A.  The  last  time  I  was  on  a  ship  was  just  before 
the  strike.  It  would  be  in  September,  I  believe  it 
was  '47. 

Q.     That  is  nearly  two  years  ago?  [779] 

A.  Yes,  they  had  a  strike,  then,  and  I  got  off  and 
I  haven't  been  on  since. 

Q.     Then,  actually,  you  are  not  presently  a  sailor  ? 

A.    Yes,  I  am  always  a  sailor. 

Q.     But  you  are  not  an  active  sailor,  anjTiiore? 

A.     I  am  not  an  active  sailor  anj^more. 
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Q.     But  you  did  tell  Dr.  Heckel  that  you  were  ? 

A.     No.   I  told  Mm  I  was  trying  to  go  to  sea. 

Q.  And  you  told  Dr.  Heckel  that  you  were  gone 
from  this  country  for  long  periods  of  time  % 

A.     Yes. 

Q.  As  a  matter  of  fact,  you  have  not  been  gone 
from  this  country  for  almost  two  years? 

A.  That  is  right,  but  I  told  him  I  would  be  gone 
for  long  periods  when  I  got  on  a  ship. 

Q.  You  likewise  told  Dr.  Heckel  that  you  wanted 
enough  testosterone  for  a  year,  is  that  correct  *? 

A.     That  is  correct. 

Q.  And  not  only  for  yourself,  but  for  such  other 
sailors  that  might  want  a  pill  now  and  then  ? 

A.     That  might  want  them,  yes. 

Q.  As  a  matter  of  fact,  if  you  wanted  to,  you 
could  buy  testosterone  from  your  son,  couldn't  you? 

A.     Oh,  yes,  yes. 

Q.  Wholesale.  Your  only  purpose  in  going  to 
Chicago  [780]  was  just  to  get  this  prescription? 

A.     That  is  right. 

Q.  You  told  Dr.  Heckel,  did  you  not,  that  your 
son's  doctor  had  given  you  a  prescription  for  methyl 
testosterone?  A.     That  is  right. 

Q.  And  that  you  had  been  taking  those  under 
your  doctor's  orders  for  the  past  several  years? 

A.     That  is  right. 

Q.     And  this  was  not  true  ? 

A.     Not  several  years.   Maybe  two  years. 

Q.     And  this  was  not  true,  was  it? 

A.     No,  sir. 
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Q.  And  when  Dr.  Heckel  gave  you  the  prescrip- 
tion, he  told  you,  did  he  not,  requested,  advised  you 
to  report  to  your  physician  at  regular  intervals  ? 

A.  Absolutely  not.  I  was  going  on  a  ship.  I 
couldn't  swim  over. 

Q.  They  usually  have  doctors  on  a  ship,  don't 
they,  the  Coast  Guard? 

A.  No,  he  didn't  tell  me  anything  about  my 
doctor. 

Q.  Specifically,  did  he  advise  you  to  report  to 
your  physician  at  regular  intervals? 

A.     He  did  not.  He  did  not. 

Mr.  Danielson :     No  further  questions. 

Mr.  Elson :     That  is  all.  [781] 

*  *     * 

Mr.  Elson:  May  it  please  the  court,  Mr.  Neu- 
kom,  Mr.  Danielson  and  myself  have  had  a  little 
discussion  during  the  recess  and  I  think  that  we  can 
cover  the  balance  of  the  case  of  Mr.  Parkinson  by  a 

stipulation. 

*  *     * 

Mr.  Elson:  Yes.  (Continuing)  In  connection 
with  the  Parkinson  case.  No.  20642,  Criminal,  that 
the  pamphlet  entitled  "The  Male  Hormone,"  Gov- 
vernment's  Exhibit  1-A  in  Count  1,  2-A  in  Count  2, 
3-A  in  Count  3  and  4-A  in  Count  4 [782] 

*  *     * 

Mr.  Elson:  (Continuing)  This  booklet  entitled 
"Male  Sex  Hormone  Therapy,"  published  by  Roche- 
Organon,  Inc.,  was  [783]  used  as  the  source  of  ma- 
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terial  in  the  preparation  of  both  of  those,  the 
pamphlets  that  I  have  referred  to  as  exhibits  in 
the  case; 

Mr.  Danielson:  That  Mr.  Parkinson  would  so 
testify. 

Mr.    Elson:     that  Mr.    Parkinson   would   so 

testify. 

The  Court:  That  pamphlets  you  refer  to  are 
''The  Story  of  Hormones" 

Mr.  Elson:     Yes,  that  is  one  of  them.    There  is 

a  duplication  here.    For  instance,  I  am  looking  at 

Government's  Exhibit  1-A  in  Count  1,  and  here  is 

he  pamphlet,  here  is  the  full  pamphlet  itself,  that 

isl. 

Now,  in  connection  with  this  Exhibit  3-B  in 
Count  3,  which  is  entitled  "The  Story  of  Hor- 
mones," that  those  two  pamphlets,  that  the  booklet 
entitled  "Male  Sex  Hormone  Therapy,"  published 
by  Roche-Organon,  Inc.,  was  used  as  a  source  of 
material  in  the  preparation  of  both  of  those  pamph- 
lets, and  that  Mr.  Allan  Parkinson  would  so  testify. 

Mr.  Danielson:  The  government  will  stipulate 
that  Mr.  Allan  Parkinson  would  testify  that  the 
described  pamphlet  "Male  Sex  Hormone  Therapy" 
was  used  by  him  as  source  of  material  in  prepara- 
tion of  these  pamphlets. 

Mr.  Elson:     That  is  correct. 

Mr.  Danielson :  That  is  agreeable  to  the  govern- 
ment. 

The  Court:  These  pamphlets  were  prepared  by 
Parkinson  of  Hudson  Products  Company?  [784] 

Mr.  Elson:     Yes. 
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The  Court:     Yes.   I  see. 

Mr.  Elson:  There  are  just  the  two  pamphlets. 
*'The  Male  Hormone"  pamphlet  is  the  small  one 
here. 

The  Court :     Is  this  in  evidence  here  ? 

Mr.  Elson :  No.  It  is  not,  but  I  am  going  to  offer 
it. 

Mr.  Danielson:  Exhibits  1-A,  2-A,  3-A  and  4-A 
are  identical  pamphlets. 

Mr.   Elson:     They  are  identical  pamphlets. 

And  the  government  and  the  defendant  Parkin- 
son stipulate  accordingly? 

Mr.  Danielson :     The  government  will  so  stipulate. 

Mr.  Elson:  And  so  does  the  defendant  Parkin- 
son, and  I  therefore  now  offer  into  evidence  the  book 
that  I  have  just  referred  to,  ''Male  Sex  Hormone 
Therapy,"  published  by  Roche-Organon,  Inc.,  as  the 
defendant  Parkinson's  next  exhibit  in  order. 

The  Clerk:  What  exhibit  number  would  that  be, 
Mr.  Elson? 

Mr.  Elson:     I  don't  know. 

Mr.  Sturzenacker :  That  would  be  "  A  "  for  Park- 
inson. 

Mr.  Danielson:     It  would  be  "A"  for  Parkinson. 

Mr.  Elson:     Yes,  that  is  right. 

The  Clerk:  That  is  in  Case  No.  20642,  Defend- 
ant's Exhibit  A  in  evidence. 

Mr.  Elson:     Just  a  moment.  [785] 

The  defense  in  Case  20596,  Criminal,  and  the  de- 
fendant in  Case  No.  20642,  Criminal,  rest. 

Mr.  Neukom:  That  is  in  both  the  Clemens  and 
Parkinson  cases.  [786] 
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JOHN  R.  WINCH 
called  as  a  witness  by  and  on  behalf  of  the  plaintiff, 
having  been  first  duly  sworn,  was  examined  and  tes- 
tified as  follows  in  reguttal :  [788] 

The  Clerk:    Your  full  name? 
A.    John  R.  Winch. 

Direct  Examination 
By  Mr.  Danielson: 

Q.     Mr.  Winch,  what  is  your  occupation? 

A.  I  am  inspector  of  the  Food  and  Drug  Ad- 
ministration, stationed  at  Phoenix,  Arizona. 

Q.  And  were  you  so  employed  on  or  about  No- 
vember 1,  1947  ?  A.     I  was. 

Q.  Now,  in  the  course  of  your  employment,  on 
or  about  that  date  did  you  have  occasion  to  receive 
a  parcel  from  Martin  A.  Clemens  or  the  M.  A. 
Clemens  Pharmacy,  Los  Angeles'?  A.     I  did. 

Q.  Did  you  make  a  record,  if  any,  of  the  nature 
of  that  parcel  that  you  received  ? 

A.  I  did,  at  that  time.  I  made  the  record  on 
November  1st.  I  have  it  here.  [789] 

Q.     You  have  such  a  record  with  you  % 

A.    Yes. 

Q.  What  does  that  record  include,  in  general 
terms  ? 

A.  That  is  a  record  which  is  a  collection  report 
that  we  fill  out  for  every  sample.  We  fill  out  one 
such  form  for  every  sample  that  we  obtain  or  collect. 

Q.  Is  that  recorded  in  the  regular  course  of  your 
business?  A.     It  is. 
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Q.     As  an  official  business?  A.    Yes,  sir. 

Q.     Does  that  include  the  wrapping  of  the  parcel? 

A.  That  includes  the  labeling,  marker,  or  other 
description  of  the  parcel,  how  much  it  contains,  what 
there  is  of  it  and  what  I  do  with  it. 

Mr.  Elson :     What  count  is  this  ? 

Mr.  Danielson:     This  is  count  1,  Mr.  Elson. 

If  your  Honor  please,  the  purpose  of  this  inquiry 
is  to  establish  precisely  what  labeling  accompanied 
the  shipments  which  are  the  subjects  of  the  several 
counts  of  the  information  filed  against  Mr.  Clemens 
and  the  El-0-Pathic  Pharmacy.  There  has  been  tes- 
timony before  the  court  by  Mr.  Clemens  to  the  effect 
that  in  each  of  these  shipments  labeling  in  addition 
to  that  which  has  been  made  the  subject  of  the  stipu- 
lation w^as  included  with  the  shipments,  such  as 
brochures  [790]  from  the  manufactures. 

Q.  Mr.  Winch,  I  show  you  Government's  Ex- 
hibits 1  and  1-A,  which  are  a  label  and  a  pamphlet. 
Exhibit  1-A  being  a  pamphlet  entitled  "Male  and 
Female  Sex  Hormones,"  and  ask  you  if  3^ou  recog- 
nize them.  A.     I  do. 

Q.     Does  your  name  or  initials  appear  thereon  ? 

A.  I  have  written  on  them  the  sample  number, 
the  date  that  I  received  the  sample,  and  my  initials. 

Q.  Now,  does  that  sample  number  compare  with 
the  numbers  on  the  report  that  you  have  before  you  ? 

A.     That  does. 

Q.  Are  the  labelings  which  are  reported  on  that 
collection  report? 
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A.  They  are  the  labeling  which  is  described  in 
that  collection  report. 

Q.     Now,  do  you  recall  receiving  this  shipment? 

A.     I  do. 

Q.    What  labeling  did  accompany  the  shipment? 

A.  The  labeling  that  accompanied  the  shipment, 
the  material  consisted  of  one  carton,  the  carton 
contained  one  circular  entitled  ''The  Male  and  Fe- 
male Sex  Hormones,"  and  it  also  contained  one 
unlabeled  clear  plastic  container  of  five  tablets. 
This  was  the  label  that  was  on  the  carton. 

Q.  You  are  referring  to  Government's  Ex- 
hibit 1  ?  [791] 

A.  Government's  Exhibit  1  is  the  label  that  was 
on  the  carton  as  I  received  it. 

Government's  Exhibit  1-A  is  the  circular  that 
had  been  included  with  that  carton. 

Q.  Now,  Mr.  Winch,  were  there  any  other  labels 
or  pamphlets  or  literature  included  in  this  ship- 
ment? A.     There  were  none. 

Q.  I  particularly  refer  your  attention  to  Defend- 
ant's Exhibit  D,  a  brochure  entitled  "Oral  Andro- 
genic Therapy, ' '  and  ask  you  whether  it  or  a  similar 
brochure  accompanied  this  shii)ment.  A.     No. 

Q.  I  likewise  invite  your  attention  to  Defend- 
ants' Exhibits  "C"  captioned  ''Oral  Estrogen 
Therapy,"  and  "A"  entitled  "Menformon  Dosules," 
and  ask  you  whether  either  of  them  or  any  copy 
of  them  accompanied  this  shipment.  A.     No. 

Q.     This  collection  report.  No.  30046-K,  was  made 


918  United  States  of  America  vs. 

(Testimony  of  John  R.  Winch.) 
by  you  as  you  say  in  the  regular  course  of  your  busi- 
ness. 

A.  That  is  correct,  on  the  same  day  on  which  I 
received  the  carton  through  the  mail. 

Q.  And  you  knew  it  to  be  accurate  and  correct 
at  that  time?  A.     That  is  right.  [792] 

*     *     * 

The  Court:  I  suggest  this  is  merely  the  formal 
report  submitted  to  this  officer's  superior  as  to  his 
conduct  and  the  happenings  at  that  time  and  place. 

Mr.  Neukom:     That  is  right. 

Mr.  Danielson:  That  is  what  it  is,  is  it,  Mr. 
Witness  1 

The  Witness :    Yes.  I  have  a  copy  of  it. 

Mr.  Elson:  No,  there  isn't  anything  in  that  re- 
port or  any  of  the  documents  that  I  have  looked 
at,  your  Honor — it  is  a  typical  agent's  report. 

The  Court:  Well,  to  round  out  the  record,  let  it 
go  in  as  an  exhibit. 

Q.  (By  Mr.  Danielson) :  Now,  Mr.  Winch,  were 
you  likewise  employed  in  the  same  capacity  on  or 
about  October  30,  1947'?  A.     Yes. 

Q.  And  did  you  on  that  date  receive  a  package 
from  the  El-0-Pathic  Pharmacy,  Inc.,  Los  Angeles, 
in  Phoenix,  Arizona? 

A.  I  received  the  package  that  you  are  referring 
to  on  November  1st,  according  to  my  collection  re- 
port, the  document  I  filled  out. 

Q.     That  is  from  the  El-0-Pathic  Pharmacy? 

A.  From  the  El-0-Pathic  Pharmacy,  IIO91/2 
North  Western  Avenue. 
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Q.    Los  Angeles,  California'? 

A.     Yes,  marked  ''Hollywood  27"  here. 

Q.  Did  you  make  a  record  of  the  labeling  that 
accompanied  that  package?  A.     I  did.  [794] 

Q.  And  what  was  the  description  of  the  contents 
of  that  package? 

A.  That  package  contained  one  carton,  which 
contained  one  small  envelope  of  five  tablets,  a  circu- 
lar and  an  envelope  that  had  the  return  address  of 
the  El-0-Pathic  Pharmacy.    That  is  the  contents. 

Q.  I  invite  your  attention  to  Government's  Ex- 
hibit 2,  count  2,  which  is  before  you,  and  ask  you  if 
that  label  was  included  there. 

A.  This  was  the  label  that  was  on  the  carton  that 
was  contained  in  the  package. 

Q.  I  invite  your  attention  to  Government's  Ex- 
hibit 2-A,  before  you,  and  ask  you  whether  that  label 
was  included. 

A.     This  is  the  circular  that  was  included  in  that 

package. 

Q.  Were  there  any  other  labels  or  circulars  in- 
cluded in  that  package?  A.     There  were  none. 

Q.  I  particularly  invite  your  attention  to  De- 
fendants' Exhibits  A,  C  and  D,  which  are  before 
you.  Would  you  pick  them  up  and  show  them  to  the 
court,  if  you  please,  Mr.  Winch? 

The  Court.     Yes. 

The  Witness :     This  is  A.   This  one  is  D. 

The  Court:     Yes. 

The  Witness:     This  one  is  C,  your  Honor. 

The  Court:     Yes.  [795] 
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Q.  (By  Mr.  Danielson)  :  Were  any  of  them  or 
any  copy  of  them  included  in  this  shipment  ? 

A.    No. 

Mr.  Danielson:  Mr.  Elson,  are  you  willing  to 
stipulate  ? 

Mr.  Neukom :     To  shorten  the  time. 

Mr.  Elson:     On  the  others'? 

Mr.  Neukom:    Yes. 

Mr.  Elson :     Sure. 

Mr.  Danielson:  I  believe,  your  Honor,  counsel 
will  now  stipulate  that  as  to  these  counts  3,  4,  5,  6, 
7,  8  and  9,  that  the  labeling  received 

The  Court:     3,4? 

Mr.  Danielson :     Up  through  9,  9  inclusive. 

The  Court:  Now%  3  was  apparently  handled  by 
this  witness ;  4  by  Brandenburg. 

Mr.  Neukom :     We  have  him  here. 

Mr.  Danielson:  We  have  these  witnesses  here, 
your  Honor.  This  is  merely  to  shorten  the  time. 

Mr.  Elson:  This  is  merely  to  shorten  the  time, 
because  I  know  what  they  are  going  to  testify  to  and 
there  is  no  use  of  taking  up  the  time. 

The  Court:     Yes. 

Mr.  Neukom :    As  to  all  counts,  your  Honor. 

The  Court :     3,  4,  5,  6,  down  to  and  including  9  ? 

Mr.  Danielson :  Including  all  of  the  counts,  your 
Honor,  [796]  that  would  be  up  to  and  including  14. 

The  Court:     Yes.   Now,  state  your  stipulation. 

Mr.  Danielson:     Is  that  agreeable? 

Mr.  Neukom:     I  will  make  the  stipulation: 

The  stipvilation  would  be,  your  Honor,  that  as  to 
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all  counts,  either  this  witness  or  the  other  named 
government  agents,  or  other  individuals  who  are 
consignees,  would  testify,  if  called  to  the  stand, 
that  the  only  documents  or  articles  they  received 
in  the  various  counts  enumerated  were  those  ac- 
companying or  set  forth  in  the  stipulation,  and  that 
they  did  not  include  Defendants'  Exhibits  C,  D  and 
A.   That  would  be  their  testimony. 

The  Court:  When  you  refer  to  the  stipulation, 
you  mean  the  one  entered  into  as  of  June  15,  1949  ? 

Mr.  Danielson:     In  the  Clemens  case. 

Mr.  Neukom :     Wait  a  minute.  I  will  find  out. 

The  Court:     Yes,  case  No.  20596. 

Mr.  Neukom:     June  15,  1949. 

The  Court:  Yes,  I  get  it.  I  think  it  is  clear  in 
the  record. 

Mr.  Neukom:     You  so  agree? 

Mr.  Elson:     Yes,  I  do. 

Mr.  Neukom:  As  to  both  cases,  Parkinson — oh, 
no ;  as  to  the  Clemens  case. 

Mr.  Elson:     As  to  the  Clemens  case.  [797] 

Mr.  Neukom:     Yes. 

Mr.  Elson :     Yes,  I  so  agree. 

Mr.  Neukom :  And  as  to  counts  1  to  9,  inclusive — 
and,  if  your  Honor  does  not  understand  me,  please 
stop  me,  because  I  am  not  embarrassed 

The  Court :  I  hear  you  and  understand  you  very 
well. 

Mr.  Neukom:  As  to  counts  1  to  9,  inclusive,  the 
government  will  further  stipulate  that  the  products 
therebv   obtained   were   the   result    of   government 


922  United  States  of  America  vs. 

(Testimony  of  John  R.  Winch.) 
agents  operating  in  their  official  capacity  writing  in 
for  the  product,  obtaining  it  in  their  official  capacty, 
and  that  they  did  not  actually  use  it  or  did  not  want 
to  use  it,  but  that  they  were  just  writing  for  it  in  the 
performance  of  their  duty. 

The  Court:     Yes. 

Mr.  Neukom :     Is  that  satisfactory  ? 

Mr.  Elson :     That  is  satisfactory. 

Now,  as  to  the  Parkinson  case. 

Mr.  Neukom:  Now,  in  the  other  case,  your 
Honor,  the  Parkinson  case,  we  will  make  a  similar 
stipulation  in  that  case,  only  as  to  count  3 

Mr.  Elson:  3  and  4,  counts  3  and  4,  the  stipula- 
tion covering,  however,  only  this :  that  the  consignee 
in  counts  3  and  4  were  government  agents. 

Mr.  Neukom:     Just  one. 

Mr.  Elson :  Yes,  but  it  was  the  same  one  in  each 
count.  [798] 

Mr.  Neukom:     Yes. 

Mr.  Elson  (Continuing)  :    was  a  government 

agent  who  wrote  in  for  the  product,  in  count  3,  from 
Seattle,  and  in  count  4  from  Seattle  to  Mr.  Park- 
inson's place  of  business  in  Long  Beach,  ordering 
the  shipment  that  was  shipped ;  that  the  government 
agent  ordered  it  for  the  purposes  of  obtaining  evi- 
dence and  in  the  performance  of  his  duty  as  an 
officer,  and  that  he  did  not  use  the  product  involved 
in  either  count  for  his  own  use  or  otherwise  than  as 
evidence  in  the  case. 

Mr.  Neukom :     That  is  right.  [799] 
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Mr.  Neukom:     I  don't  think  you  have  any  ques- 
tions, have  you? 
Mr.  Elson:     I  have  no  questions.  [800] 

*     *     * 

Rebuttal 

Mr.  Danielson :  If  your  Honor  please,  in  the  in- 
terest of  saving  time,  it  has  been  agreed  between 
counsel  for  the  government  and  for  the  defendants 
as  to  what  Dr.  Heckel  would  testify  to  if  he  were 
recalled.  With  your  permission,  I  would  like  to  read 
that  into  the  record. 

It  is  stipulated  and  agreed  that,  if  Dr.  Norris  J. 
Heckel  were  present  and  sworn  as  a  witness  to 
testify,  and  did  so  testify,  he  would  testify  that,  on 
June  27,  1949,  a  [803]  Mr.  Parkinson  came  to  his 
office  in  Chicago  and  stated  that  he  had  been  re- 
ferred to  by  a  former  patient.  Parkinson  said  that 
he  was  72  years  of  age,  a  sailor  by  occupation  and 
gone  from  the  country  for  long  periods  of  time ;  that 
he  was  in  Chicago  as  a  transient;  that  his  doctor  in 
Salt  Lake  City  had  been  giving  him  a  prescription 
for  methyl  testosterone  and  that  he  had  been  taking 
this  drug  under  his  doctor's  direction  for  the  past 
several  years;  that  he  was  leaving  the  country  and 
needed  about  a  year's  supply  of  testosterone  and 
requested  a  prescription  for  a  year's  supply.  He 
showed  Dr.  Heckel  a  prescription  for  testosterone 
issued  by  another  doctor.  Dr.  Heckel  then  made  a 
physicial  examination  of  Parkinson,  which  included 
a  urine  analysis  and  a  rectal  examination  of  the 
prostate  and  found  no  contraindication  to  the  use 
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of  testosterone;  he  found  that  Parkinson's  prostate 
was  of  normal  size,  shape  and  consistency,  with  no 
evidence  of  i^i'ostatitis ;  and  that  he  then  renewed 
Parkinson's  prescription  for  methyl  testosterone 
linguets  and  advised  him  to  report  to  his  physician 
at  regular  intervals. 

Mr.  Elson:  That  is  so  stipulated,  that,  if  Dr. 
Heckel  were  here,  he  would  so  testify. 

Mr.  Danielson:     Thank  you. 

The  Court :     Very  well. 

Mr.  Danielson :     Dr.  Terrill,  please.  [804] 

ELWYN  E.  TERRILL,  M.D. 

called  as  a  witness  for  the  government  in  rebuttal, 
being  first  duly  sworn,  testified  as  follows : 

The  Clerk:     Your  full  name? 

The  Witness:  Dr.  Elwyn  E.  Terrill  (spelling 
same). 

The  Clerk :     Which  case  is  this  *? 

Mr.  Danielson:  This  is  the  El-0-Pathic  and 
Parkinson ;  all  of  the  cases.  It  is  No.  -596  and  as  it 
applies  in  the  other  case. 

Mr.  Elson:     All  right. 

Direct  Examination 

By  Mr.  Danielson: 

Q.     Dr.  Terrill,  you  are  an  M.D.,  is  that  correct? 
A.    Yes;  I  am. 

Q.     Where  do  your  practice,  Dr.  Terrill? 
A.     1401  South  Hope  Street,  Los  Angeles. 
Q.     From    what    schools    were    you    graduated. 
Doctor?  A.     I  graduated  from  Loma  Linda. 
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Q.     Is  that  where  you  received  your  M.  D.  % 

A.    Yes. 

Q.     In  what  year  %  A.     In  1927. 

Q.  Did  you  have  some  connection  with  the  Col- 
lege of  Medical  Evangelists'? 

A.     That  is  the  College  of  Medical  Evangelists. 

Q.  Are  you  a  member  of  any  medical  societies, 
Doctor  ? 

A.  I  am  a  member  of  the  Los  Angeles  County 
Medical  Association,  the  State  and  the  American 
Medical  Association.  I  am  a  general  practitioner 
and  belong  to  that  section  of  the  County  Medical 
Society  and,  also,  the  Academy  of  General  Practice. 

Q.  Doctor,  apparently  you  have  been  in  general 
practice  here  for  a  little  better  than  20  years,  is 
that  correct"?  A.     Yes,  sir. 

Q.  Doctor,  in  the  course  of  your  practice,  do  you 
ever  have  occasion  to  prescribe  testosterone? 

A.     I  prescribe  testosterone  occasionally. 

Q.  Under  what  circumstances  do  you  use  testos- 
terone ? 

A.  Well,  for  a  very  limited  field  of  conditions; 
usually  a  hypogonadism,  if  it  is  due  to  glandular 
origin. 

Q.  What  precautions,  if  any,  do  you  take  prior 
to  using  testosterone? 

A.  I  take  a  very  careful  history  on  all  of  my 
patients  and  always  examine  them  completely. 

Q.  Does  that  include  an  examination  of  the 
prostate,  Doctor? 
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A.  Yes;  in  all  male  patients  it  does,  especially 
if  testosterone  is  to  be  considered, 

Q.     Why  do  you  give  this  examination? 

A.     The  examination  of  the  prostate?  [806] 

Q.     Yes,  Doctor. 

A.  Well,  because  of  the  danger,  as  it  is  commonly 
believed  today,  of  giving  testosterone  where  there 
is  any  question  of  a  carcinoma  of  the  prostate. 

Q.  Doctor,  you  are  a  member  of  several  medical 
societies  and  I  presume  you  have  discussions  on 
medical  subjects  with  other  doctors  from  time  to 
time,  is  that  not  correct?  A.     Yes,  sir. 

Q.  Do  you  have  an  opinion  as  to  whether  the 
precautionary  measures  you  have  taken  are  general 
in  the  medical  profession? 

A.     Among  my  circle  of  friends,  I  know  they  are. 

Q.  You  do  not  know,  among  your  circle  of 
friends,  of  any  promiscuous  use  of  testosterone? 

A.     No ;  I  do  not  know  of  any. 

Q.     That  is  the  doctors  among  your  friends  ? 

A.    Yes. 

Mr.  Danielson:     No  further  examination.  [807] 

Cross-Examination 
By  Mr.  Elson: 

Q.  Doctor,  I  am  going  to  show  you  the  Defen- 
ants'  Exhibit  L  for  identification,  which  consists  of 
a  number  of  prescriptions  for  linguets,  and  these 
prescriptions  are  by  several  doctors.  They  have 
been  pinned  together.  I  am  going  to  ask  you  to 
look  at  those  and  tell  me  if  you  know  or  are  ac- 
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quainted  with  any  of  the  doctors  whose  names  ap- 
pear on  there. 

(The  witness  examines  said  exhibit.) 

A.     I  recognize  two  names. 

Q.     Who  are  they,  please? 

A.     Glenn  Jones,  403  West  Eighth  Street. 

Q.     Long  Beach  *? 

A.     No.   Los  Angeles.   Isn't  it  Los  Angeles? 

Q.     Yes,  that  is  right. 

A.     And  the  other  one, Marvin  S.  Lauer. 

Q.    And  his  address?  A.     Campton. 

Q.  Do  you  know  of  the  Bishop  Clinic  staff  at 
Long  Beach? 

A.  No.  I  I  know  of  it.  I  knew  the  name,  but  I 
don't  know 

Q.     Do  you  know  Dr.  Lauer,  and  who  is  the  other? 

A.  Glenn  Jones.  I  haven't  seen  Dr.  Lauer  for 
20  years.  [808] 

Q.  Now,  if  I  told  you  that  a  man  of  the  age  of 
about  65  years  called  on  each  of  the  doctors  whose 
names  appear  on  the  prescription  pads  that  you 
have  examined  and  told  them  that  he  wanted  a 
refill  of  this  bottle  of  Metandren  Linguets,  which 
is  Defendants'  Exhibit  K,  500  Metandren  Linguets, 
and  that  each  one  of  those  doctors  wrote  a  prescrip- 
tion for  this  gentleman  without  laying  a  hand  upon 
him,  would  that  change  your  opinion  in  any  respect 
as  to  the  ordinary  course  of  practice  pursued  by 
doctors  in  this  locality  in  the  use  of  testosterone? 

A.  May  I  ask  you  a  question  before  I  answer, 
so  I  get  your  question  straight? 
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Q.     Go  ahead. 

A.  He  came  in  and  just  asked  for  a  refill  on  this 
prescription  ? 

Q.     That  is  correct. 

A.    And  it  was  given  without  any  examination? 

Q.     Without  them  laying  a  hand  upon  him. 

A.  I  wouldn't  think  that  was  general  practice  in 
my  community,  at  least  not  among  my  associates. 

The  Court :     Where  did  you  say  you  practiced  ? 

A.     1401  South  Hope  Street,  Los  Angeles. 

Q.  (By  Mr.  Elson)  :  Your  address  is  1401 
South  Hope?  A.     Yes,  sir. 

Q.  And  that  is  the  same  building,  is  it  not,  in 
which  [809]  the  Food  and  Drug  Administration's 
offices  are  located?  A.     Yes,  it  is. 

Q.  Do  you  do  any  work  for  the  Food  and  Drug 
Administration  ? 

A.  I  met  the  first  man  of  that  group  I  have  ever 
met  in  my  life  just  yesterday. 

Mr.  Elson:     I  haven't  anything  further. 

Redirect  Examination 
By  Mr.  Danielson : 

Q.  Doctor,  do  you  have  any  official  connection 
with  the  Food  and  Drug  Administration? 

A.     None  whatever. 

Q.  And  that  building  in  which  you  are  located, 
so  far  as  you  know,  is  a  private  building,  is  it  not? 

A.  It  was  until  the  war  I  believe  exclusively  for 
doctors. 
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Mr.  Danielson:  No  further  questions.  Thank 
you  very  much,  Dr.  Terrill. 

*  *     * 

Mr.  Danielson:  If  the  court  please,  in  an  effort 
to  conserve  time,  again,  it  is  agreeable  between 
counsel  for  the  government  and  counsel  for  the 
defense  that  the  government  could  produce  addi- 
tional general  practitioners  who  would  [810] 
merely  serve  to  corroborate  the  testimony  of  Dr. 
Terrill,  and  likewise,  that  the  defense  could  produce 
additional  general  practitioners  who  would  tend  to 
corroborate  their  general  practitioners,  and  we  are 
wilhng  to  stipulate  as  to  that  fact  and  to  eliminate 
further  testimony  of  this  nature. 

The  Court :     I  think  that  is  very  reasonable.  [811] 

*  *     * 

Miss  Nute,  please. 

JEANNETTE  M.  NUTE 
called  as  a  witness  for  the  government  in  rebuttal, 
being  first  duly  sworn,  testified  as  follows : 

The  Clerk :     Your  full  name  % 
The  Witness :     Jeannette  M.  Nute. 

Direct  Examination 
By  Mr.  Danielson : 

Q.    Miss  Nute,  what  is  your  occupation,  please'? 
A.    I  am  a  registered  nurse. 
Q.     Where  are  you  employed?  [814] 
A.    I  am  employed  by  Dr.  Elmer  Belt  at  1893 
Wilshire  Boulevard,  in  Los  Angeles. 
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Q.     Were  you  so  employed  on  June  24,  1949  ? 

A.     Yes,  sir. 

Q.  Miss  Nute,  I  direct  your  attention  to  a  Mr. 
Parkinson  seated  at  the  other  table  there,  the  second 
gentleman  from  the  end.  A.     Yes,  sir. 

Q.     Do  you  recognize  him?  A.     Yes,  sir. 

Q.  Did  you  have  occasion  to  see  him  on  June  24, 
1949?  A.     Yes,  sir ;  I  did. 

Q.  And  that  was  at  the  Belt  Urologic  Group,  is 
that  correct?  A.     Yes,  sir. 

Q.     What  were  j^our  duties  there  on  that  day? 

A.  I  am  a  nurse  receptionist  for  Dr.  Belt  and  as 
such  I  take  care  of  the  patients  as  they  come  in  to 
the  office.  I  take  their  names  down.  If  they  are 
new  patients,  I  place  them  in  an  office  and,  if  they 
are  regular  patients,  I  direct  them  to  the  reception 
room.  And,  as  the  patients  leave  the  office,  I  make 
appointments  for  them  and  give  them  the  prescrip- 
tions ordered  by  the  doctor  and,  of  course,  some  of 
them  make  payments. 

Q.  Did  you  make  any  record  of  the  time  of 
arrival  of  [815]  Mr.  Parkinson  at  the  clinic? 

A.  No.  My  assistant,  Miss  Kathleen  O'Hare,  or 
my  associate,  did. 

Q.     Was  that  made 

A.     As  Mr.  Parkinson  came  in. 

Q.  That  was  made  in  the  regular  course  of  busi- 
ness there,  is  that  correct  ?  A.     Yes,  sir. 

Q.     Do  you  have  that  record? 

A.    Yes,  sir;  I  do. 

Q.    What  time  was  that  arrival? 
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A.  Mr.  Parkinson  arrived  at  our  office  at  9:40, 
June  24tli. 

Q.     9 :40  a.m.  ?  A.    Yes,  sir. 

Q.  Do  you  have  any  record  indicating  how  long 
he  remained  in  your  office  %  A.     Yes,  sir ;  I  do. 

Q.  Will  you  tell  us  what  records  you  have  of  the 
various  times  he  was  present  in  your  office  on  the 
morning  of  June  24th? 

A.  As  the  patient  comes  into  the  office,  a  blue 
slip,  such  as  this,  is  made  out,  indicating  the  time 
the  patient  comes  in.  Mr.  Parkinson  was  a  new 
patient.  So,  therefore,  he  was  placed  in  one  of  the 
doctor's  offices  in  the  building,  [816]  which  in  this 
particular  case  was  Dr.  Ebert's  office,  which  is  No. 
2.   He  was  placed  in  Dr.  Ebert's  office  at  9:45. 

Q.  How  long  did  he  remain  there,  according  to 
your  records? 

A.  According  to  our  records,  he  remained  there 
until  10  minutes  after  10 :00. 

Q.     And  what  was  done  with  him  then? 

A.     A  history  was  taken  between  that  time. 

Q.  Where  did  he  go  after  10:10,  according  to 
your  records? 

A.  According  to  our  records,  he  was  taken  to 
Room  15. 

Q.  How  long  did  he  remain  there,  according  to 
your  records  ? 

A.  According  to  our  records,  imtil  10  minutes  of 
11 :00. 

Q.  Who  would  have  seen  him  in  Room  15,  if  you 
know  ? 
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A.  The  technician,  Mr.  Joseph  Hansel,  I  believe, 
instructed  the  patient  to  undress,  and  Dr.  Belt  then 
went  in  and  gave  a  physical  examination. 

Q.  Do  you  have  any  record  of  when  he  left  the 
Group  on  completion  of  his  visit  that  morning? 

A.     No,  sir;  I  have  not. 

Q.  But  it  would  have  been  at  10 :50  or  subsequent 
to  that  time?  A.     Yes,  sir.  [817] 

Mr.  Daniel  son :     No  further  questions. 

Mr.  Elson:     May  I  see  your  record  sheet? 

The  Witness :     Yes,  sir. 

4fr         *         * 

Mr.  Danielson :     Dr.  Elmer  Belt,  please. 

ELMER  BELT,  M.D. 
a  witness  for  the  government  in  rebuttal,  being  pre- 
viously duly  sworn,  was  recalled  and  testified  as 
follows : 

The  Court:     You  have  been  sworn. 

Direct  Examination 
By  Mr.  Danielson: 

Q.  Dr.  Belt,  to  clear  up  the  record,  there  has 
been  some  confusion  here  as  to  the  size  of  a  normal 
prostate.  You  have  had  occasion  to  observe  them 
on  many  occasions,  is  that  right  ?  A.     Yes,  sir 

Q.  How  large,  Doctor,  is  a  normal  prostate  in  a 
normal  male  adult? 

A.  19  grams.  There  are  30  grams  in  an  ounce] 
and  you  can  figure  about  the  size  from  that. 
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Q.  This  is  a  spheroid  of  what  diameter,  more 
or  less?  [818] 

A.     That  is  about  the  size  that  I  am  illustrating. 

The  Court :     That  is,  a  dollar  % 

The  Witness:  Oh,  smaller  than  a  dollar.  I  don't 
know  how  big  a  dollar  looks  to  you.  Judge.  I 
brought  some 

Q.  (By  Mr.  Danielson)  :  Do  you  have  a  pros- 
tate with  you,  Doctor? 

A.  Yes.  If  the  Judge  would  like  to  see  them,  I 
have  brought  up  samples  of  prostates  that  are 
normal  in  size  and  hypertrophied  due  to  denign 
hypertrophy  and  hypertrophied  due  to  cancer. 

Q.     Could  we  see  a  normal  one,  Doctor? 

A.  I  don't  know  which  jar  contains  the  normal 
but  they  are  stacked  up  there  if  you  would  like  to 
see  them. 

Mr.  Elson:  You  don't  intend  to  introduce  them 
into  evidence,  do  you? 

Mr.  Danielson:     No,  Mr.  Elson. 

The  Witness :  This  is  a  portion  of  a  bladder  and 
prostate  which  has  been  removed  because  of  a  cancer 
of  the  bladder.  The  cancer  is  where  that  section 
has  been  taken  out.  The  prostate  is  the  part  you 
see  from  this  point  down,  and  on  this  side  of  the 
specimen  only  half  of  it  is  specimen  because  the 
specimen  is  cut  exactly  in  two,  which  gives  you  the 
idea  of  the  normal  size  of  the  prostate.  This  is  a 
triangular  area  here,  the  top  of  which  constitutes 
the  floor  of  the  bladder  and  the  bottom  of  which  is 
the  pointed  structure  [819]  below. 
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The  Court:  I  have  seen  numerous  illustrations 
of  it. 

The  Witness:  This  is  another  specimen  which 
shows  the  gland  without  having  a  slice  through  it, 
looking  from  the  back.  And,  again,  we  have  the 
trianugular  structure,  at  the  bottom  of  the  bladder, 
of  the  prostate.  Here  it  has  a  little  window  cut  in 
it,  from  which  this  tumor  growth  was  removed. 
From  the  anterior  surface,  the  structure  looks  like 
that. 

Q.     (By  Mr.  Danielson)  :     Doctor,  what  is  this? 

A.  That  is  the  tumor  growth,  the  benign  growth, 
which  has  been  removed  from  the  inside  of  the 
prostate. 

The  Court:     I  can  see  the  patient  died. 

The  Witness :     Yes.  That  is  an  autopsy.  [820] 

*     *     * 

The  Court:  Doctor,  I  would  like  to  know  just 
that  part  of  the  prostate  which  may  be  felt.  It  is 
complicated.  All  of  it  ? 

A.  One  feels  the  prostate  from  the  posterior  sur- 
face, the  back  surface.  If  you  recall  that  triangle 
that  had  the  V-shaped  notch  cut  in  it,  in  feeling  the 
prostate,  the  finger  i^asses  over  that  surface.  That 
surface  would  be  covered  by  a  thin  membrane  about 
half  as  thick  as  the  thickness  of  your  cheek,  if  you 
put  one  finger  inside  your  mouth  and  the  other  out- 
side. The  rectal  wall  is  about  half  that  thickness. 
The  [821]  finger  passing  over  that  soft  rectal  wall 
detects  the  contour  of  the  prostate  which  lies  be- 
neath it. 
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Now,  in  the  normal  structure,  the  prostate  is 
quite  soft  and  hard  lumps  which  are  occurring 
within  it  abnormally  can  be  felt  fairly  well  through- 
out the  whole  structure  of  the  gland,  but  the  part 
that  presents  itself  to  the  palpating  finger  is  the 
back  surface  of  that  triangle  that  you  saw. 

Q.  (By  the  Court) :  Well,  suppose  a  growth 
was  on  the  opposite  side  ? 

A.  One  can  still  feel  it,  but  less  distinctly.  And 
if  you  wish  to  distinguish  the  surface  of  the  gland 
the  growth  is  on,  you  have  to  put  a  hard  object  like 
a  sound  in  the  channel  which  passes  through  the 
gland.  Then,  those  contours  along  the  posterior 
surface  can  be  felt  against  the  sound  and  the  struc- 
tures which  are  abnormally  present  in  the  anterior 
surface  are  held  away  from  the  finger  by  the  sound, 
and  you  can  tell  where  they  are  in  that  way.  A 
sound  is  a  metal  intrument  passed  through  the  chan- 
nel. But,  without  the  sound,  the  urethra  collapses 
down  to  nothingness  and  one  can  feel  the  whole 
structure  of  the  prostate  fairly  clearly. 

The  Court:  Well,  the  prostate  surrounds  the 
urethra  *? 

A.  Yes.  The  urethra  passes  directly  through 
the  substance  of  the  gland  in  about  its  middle  por- 
tion. In  this  specimen,  the  slice  is  made  down 
through  the  prostate  in  a  medial  sagital  plane  from 
before  backward,  so  you  can  see  the  [822]  course 
of  a  urethra  passing  through  it,  and  you  see  also 
the  relative  proportion  of  the  gland  which  lies  be- 
hind and  in  front  of  the  urethra,  and  you  can  see 
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that  a  finger  pressing  against  this  portion   (indi- 
cating) will  feel  what  is  in  here  (indicating). 

A  finger  pressing  against  the  posterior  portion 
will  also  detect  what  is  present  in  the  anterior. 

Q.  (By  the  Court)  :  What  is  that  projection 
out  there  (indicating)  ? 

A.  That  is  the  vas  deferens,  which  is  carrying 
the  sperm  from  the  testicle  to  the  seminal  vesicle. 
In  this  specimen,  the  seminal  vesicle  has  been  dis- 
rected  out,  to  show  its  exact  position  and  the  vas 
deferens  is  also  shown  and  this  kernel  (indicating) 
is  the  prostate,  and  that  area  that  you  are  looking 
at  there  is  the  region  which  is  palpated  most  inti- 
mately by  the  examining  finger.  That  (indicating) 
would  be  the  posterior  surface. 

This  (indicating)  is  the  anterior,  and  you  can 
see  there  (indicating)  how  the  urethra  passes  di- 
rectly through  the  prostate.  That  is  the  reason  why 
a  man  becomes  obstructed  of  urination,  when  the 
prostate  enlarges,  because  it  enlarges  at  the  expense 
of  that  little  space  which  is  the  urethra. 

Q.     (By  the  Court):     Well,  not  altogether? 

A.  When  an  enlargement  takes  place,  it  takes 
place  like  that  nodule  of  tissue  is,  it  takes  place  in 
that  manner  and  [823]  the  enlargement  crowds  in 
on  the  channel  through  which  the  patient  must 
urinate. 

Q.  (By  the  Court)  :  Well,  in  plain  words,  it  is 
a  general  swelling  of  the  prostate  gland  that  en- 
larges both  ways,  inward,  pressing  on  the  urethra, 
and  outward  also,  does  it  not? 
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A.  That  is  right.  But  it  is  not  a  general  swelling 
of  the  prostate.  Enlargement  is  a  specific  thing  that 
is  happening.  It  is  adenoma  in  the  case  of  a  benign 
hypertrophy,  and  an  adenoma-carcenoma  in  the  case 
of  a  malignant  hypertrophy.  And  the  benign  pros- 
tate just  crowds  away  the  good  prostatic  tissue  from 
the  kernel  of  growing  structure.  In  the  case  of  a 
cancer,  the  cancer  actually  forms  in  the  normal 
prostatic  structure  and  it  involves  it  as  it  advances. 

The  Court :  Well,  massage  is  used  to  reduce  that 
enlargement  in  many  instances,  isn't  it? 

A.  Prostatic  massage  has  never,  and  does  not 
now,  reduce  the  size  of  a  benign  adenoma  of  the 
prostate.  But  if  an  inflammation  in  the  prostate 
occurs  and  the  prostate  swells  from  accumulated 
products  of  inflammation,  massage  will  sweep  those 
products  out  and  reduce  the  size  of  the  prostate,  but 
it  doesn't  reduce  the  size  either  of  a  cancer  or  a 
benign  adenoma. 

Q.  (By  the  Court)  :  Well,  the  benign  adenoma 
is  simply  larger  than  the  usual  growth,  isn't 
it?  [824] 

A.  A  benign  adenoma  is  a  growth,  a  nodular 
growth  of  a  group  of  spheroids  which  occurs  inside 
the  prostate  and  produces  a  mass  which  blocks  the 
channel. 

Q.  (By  Mr.  Danielson)  :  Dr.  Belt,  I  invite  your 
attention  to  this  gentleman  sitting  here,  Mr.  Parkin- 
son. Now,  you  recognize  him,  do  you? 

A.     Yes,  indeed. 
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Q.  Did  you  have  occasion  to  treat  Mr.  Parkin- 
son professionally  on  or  about  June  24,  1949? 

A.     Yes. 

Q.  Where  was  that  examination,  in  your  clinic 
here  in  Los  Angeles  ?  A.     Yes,  sir,  in  Room  15. 

*     *     * 

Mr.  Danielson:     I  will  rephrase  that: 

Q.  Dr.  Belt,  did  Mr.  Parkinson  tell  you  that  he 
had  been  taking  testosterone  over  a  period  of  about 
two  years'? 

A.  Yes,  sir.  When  I  went  into  the  room  where 
Mr.  Parkinson  was,  I  reviewed  the  history  which 
Dr.  Satterlee  in  our  [825]  office  had  taken  of  him, 
briefly  mth  him. 

Q.  And  did  he  tell  you  that  he  had  been  taking 
testosterone  i^ropionate  and  Neo-Hombreol  intra- 
muscularly ? 

A.  Yes,  he  said  he  had  been  receiving  a  weekly 
maintenance  dose  of  50  milligrams  of  testosterone 
Neo-Hombreol. 

Mr.  Elson:  Just  a  minute.  May  I  inquire — I 
notice  the  doctor  is  looking  at  something  there — is 
that  something  that  he  wrote,  or  just  what  is  it? 

Q.  (By  Mr.  Danielson)  :  Doctor,  you  do  have 
some  notes  there.  Were  they  made  in  the  usual 
course  of  your  business?  A.     Yes. 

Q.  At  or  shortly  after  the  time  of  the  events 
which  they  purport  to  reflect? 

A.     At  the  moment. 

Q.  Were  they  made  by  you,  or  under  your  im- 
mediate supervision? 
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A.  They  were  made  under  my  immediate  super- 
vision and  by  me,  both  ways. 

Mr.  Elson:  Well,  then,  if  the  court  please,  I 
have  no  objection  of  course  to  the  doctor  using  the 
notes  that  he  made  for  the  purpose  of  refreshing 
his  recollection.  But,  as  to  notes  that  were  made 
by  someone  else,  certainly  that  is  hearsay.  That  is 
what  the  government  has  been  complaining  of  here. 

The  Court:  Well,  if  they  are  his  business  notes, 
made  [826]  in  his  presence  at  the  time,  he  would 
know  whether  they  were  made  accurately  or  not.  I 
can't  see  hearsay  in  that. 

Q.  (By  Mr.  Danielson) :  Did  Mr.  Parkinson 
tell  you,  Doctor,  that  he  had  been  taking  10  milli- 
gram tablets  or  linguets  of  testosterone  three  times 
daily? 

A.  He  asked  for  such  a  prescription.  I  think  he 
did  not  specifically  state  that  he  had  been  taking 
that.  What  he  asked  us  for  was  these  injections 
and  he  said  he  was  going  to  San  Francisco  and  he 
wished  to  have  a  maintenance  dose  of  testosterone 
linguets  to  take  with  him. 

*     *     * 

Q.  (By  Mr.  Danielson) :  Did  Mr.  Parkinson 
say  who  referred  him  to  your  office? 

A.  Yes.  When  I  entered  the  room  where  Mr. 
Parkinson  was,  I  asked  him  if  Dr.  Openshaw  re- 
ferred him  to  us  and  he  said  yes. 

Q.  Did  he  say  why  Dr.  Openshaw  had  referred 
him  to  [827]  you?  A.    Yes. 

Q.     Why  was  that? 
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A.  He  said  that  two  years  ago  his  testicles  and 
penis  had  begun  to  atrophy  and  he  became  sexually 
impotent.  He  said  that  Dr.  Openshaw  of  Salt  Lake 
City  had  been  treating  him  with  a  weekly  mainte- 
nance dose  of  50  milligrams  of  testosterone.  He  said 
that  he  had  been  away  from  Salt  Lake  City  for 
three  weeks  and  that  his  physician  recommended 
that  he  come  to  us  for  this  treatment.  He  said 
that  he  was  leaving  for  San  Francisco  shortly. 

Q.  Did  you  make  any  general  examination  of  Mr. 
Parkinson  ? 

A.  Yes,  I  made  a  complete  examination  of  Mr. 
Parkinson,  a  complete  general  physical  examina- 
tion. 

Q.  What  examination  did  you  make,  what  steps 
did  you  take? 

A.  Mr.  Parkinson  took  off  his  clothes  and  I 
examined  him  by  first  observing  his  general  makeup, 
and  his  eyes,  his  pupils,  his  pharynx,  his  teeth, 
felt  his  thyroid,  examined  his  thorax. 

Q.     By  thorax,  Doctor,  you  mean  what? 

A.  Chest;  I  took  his  blood  pressure,  I  deter- 
mined his  pulse  rate  and  rhythm,  I  felt  of  his  ad- 
domen,  I  looked  at  his  extremities,  I  tapped  his 
reflexes,  I  examined  his  external  [828]  genitalia,  I 
put  a  finger  in  his  rectum  and  examined  his  pros- 
tate. 

Q.  As  a  result  of  that,  did  you  find  any  contra- 
indication for  the  use  of  testosterone? 

A.     No.   I  found  no  contraindication. 
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Q.  Did  you  take  any  samples  from  Mr.  Parkin- 
son? 

A.  I  instructed  my  technician  to  take  a  specimen 
of  Ms  blood,  and  lie  had  already  been  instructed  to 
void  in  three  glasses,  which  he  did,  and  that  material 
was  examined. 

Q.  And  what  was  your  purpose  in  requesting  the 
blood  sample  to  be  taken? 

A.  The  patient  told  me  that  he  intended  to  re- 
turn, and  I  wanted  to  laiow  whether  or  not  the  acid 
or  alkaline  phosphatase  had  changed. 

Q.     And  the  purpose  of  that  test  would  be  what? 

A.  To  see  whether  or  not  there  had  been  any 
maligant  change  in  his  prostate.  It  had  been  un- 
heard of  in  a  man  of  30,  but  it  might  occur. 

Q.  Now,  did  you  give  a  prescription  for  the 
testosterone  to  Mr.  Parkinson?  A.     Yes,  sir. 

Q.     Why  did  you  do  so,  Doctor  ? 

A.  The  patient  told  me  that  he  was  under  the 
treatment  of  Dr.  Openshaw  of  Salt  Lake  City,  he 
said  Dr.  R.  Openshaw,  giving  us  the  doctor's  initial. 
I  asked  him  that  again,  and  asked  him  if  Dr.  Open- 
shaw was  giving  him  this  material  and  he  said  he 
was. 

And  so  I  told  Mr.  Parkinson,  before  I  began  vaj 
examination,  that  the  reason  for  doing  it  was  that 
we  examine  people  carefully  who  asked  for  this 
material  or  who  were  getting  it,  to  be  sure  it  wasn  't 
doing  them  any  harm.  I  did  not  wish,  of  course, 
to  undermine  Dr.  Openshaw 's  authority  with  his 
patient.    This  man  presented  himself  to  me  as  a 
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transient  actually  under  the  care  of  another  physi- 
cian, and  it  would  have  been  poor  taste  and  poor 
policy  and  poor  judgment  on  my  part,  as  well  as 
poor  medicine,  to  interfere  with  the  activities  of 
his  own  physician. 

Q.  (By  Mr.  Danielson)  :  Is  that  general  pro- 
fessional practice  ? 

A.  Yes,  with  transients  who  are  going  to  be  in 
your  office  for  only  a  short  time,  one  would  be 
extremely  unwise  in  disputing  the  authority  of  his 
family  doctor  who  is  treating  him  constantly. 

Q.  In  good  professional  medical  practice,  do  you 
communicate  such  information  to  the  patient's  own 
doctor?  A.    Yes,  at  once. 

Q.     Did  you  do  that  in  this  case? 

A.     Yes.  [830] 

*     *     * 

Q.  (By  Mr.  Danielson) :  That  is,  you  communi- 
cated with  Dr.  Openshaw  at  Salt  Lake  City,  is  that 
correct  ?  A.     Yes. 

Q.  Dr.  Belt,  I  show  you  a  copy  of  a  letter  which 
you  have  recently  furnished  to  me.  Is  that  a  copy 
of  the  letter  you  furnished  to  Dr.  Openshaw  1 

A.     That  is  a  carbon  copy  of  it,  yes. 

Mr.  Danielson:     No  further  questions. 

Cross-Examination 
By  Mr.  Nelson: 

Q.  Do  you  have  notes  there,  Doctor,  from  which 
you  were  reading? 
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A.  Yes.  Those  are  Dr.  Satterlee's  (indicating). 
Those  are  made  by  the  doctor  who  talks  to  the  pa- 
tient. 

Q.  I  just  have  a  few  questions  here.  I  would  like 
to  use  this,  Doctor.  What  do  you  call  this  document 
you  were  looking  at.  Doctor  *? 

A.     That  is  the  history. 

Q.  Now,  on  that  history  you  say  that  was  taken 
by  Dr.  Satterlee A.    Yes. 

Q.    of  your  office  ?  A.     Yes. 

Q.  I  would  like  to  read  into  the  record,  if  I  may, 
the  portion  of  it  starting  down  here  with  [831] 
''Complaint." 

If  you  want  me  to  read  the  rest  up  at  the  top,  I 
will. 

Mr.  Neukom :     Read  any  part  you  want. 

Mr.  Elson:     All  right. 

Q.  Commencing  with  "Complaint,"  "Testoste- 
rone shots  only." 

What  is  that  (indicating)  "? 

A.     History  and  physical. 

Q.     History  and  physical  ? 

A.    Wait  a  minute.   Past  history. 

Q.    What  is  this?  A.     H.  P.,  past  history. 

Q.     Oh,  H.  P. 

A.     I  guess  that  is  history  and  present  ailment. 

Q.    H.  P.  I.  ?  A.     History  of  past  illness. 

Q.  History  of  past  illness.  It  reads  as  follows: 
Two  years  ago,  this  man's  testicles  and  penis  began 
to  atrophy  and  he  became  sexually  impotent.  Dr. 
Openshaw  of  Salt  Lake  City  has  been  treating  him 
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with  a  weekly  maintenance  dose  or  50  milligram 
testosterone  Neo-Hombreol,  He  has  been  away  from 
Salt  Lake  City  for  three  weeks.  His  i)hysician  rec- 
ommended that  he  come  here  for  the  same  shots. 
He  will  be  leaving  here  for  San  Francisco  shortly. 
Wants  oral  prescription  for  Metandren  10  milligram 
tablets. 

On  the  reverse  side,  what  is  this  *?  [832] 

A.     Ear,  nose  and  throat. 

Q.     What  is  this  up  here  (indicating)  ? 

A.     Present  illness,  "P.  I.,"  it  looks  like. 

Q.  And  something  here.  "P.  I."  the  doctor  says 
indicates  present  illness.  The  nose,  ears,  eyes  and 
throat,  what  is  that? 

A.     Tonsillectomy  and  adenoidectomy. 

Q.  Tonsillectomy  and  adenoidectomy.  And  then 
over  here,  *'No  venereal  diseases,  no  surgery,  general 
health  excellent;  two  children."  What  is  that  (indi- 
cating) ? 

A.  "Daughter,  age  13 — and  a  boy  aged  6  and  a 
girl  aged  4. ' ' 

Q.  Boy  aged  6  and  girl  aged  4.  What  is  that 
(indicating)  ?  A.     ''Living  and  well." 

Mr.  Elson :     Living  and  well. 

Q.  (By  The  Court)  :  Doctor,  would  that  weekly 
dose  you  referred  to  of  50  milligrams  be  taken  all 
at  one  time  ? 

A.  50  milligrans  would,  yes,  by  hypo,  intramus- 
cularly. 

Q.    Would  that  be  testosterone  propionate? 


El-0-PatJiic  Pharmacy,  et  ah,  etc.  945 

(Testimony  of  Elmer  Belt,  M.D.) 

A.  Propiniate,  that  would  be  testosterone  pro- 
piniate  in  peanut  oil. 

Q.     That  was  the  shots  that  you  gave  him? 

A.     That  is  right. 

Q.     Isn't  that  a  rather  heavy  dose?  [833] 

A.  No.  That  is  not  very  heavy  for  a  weekly 
maintenance  dose  of  testosterone. 

Mr.  Elson:  Would  your  Honor  bear  with  me  a 
minute  ?  I  am  looking  at  this. 

The  Court:     Surely. 

Mr.  Danielson:  Did  your  Honor  have  any 
further  question  on  that  ? 

Q.  (By  The  Court)  :  There  is  just  one  little 
item.  The  witness  Parkinson  testified  that  he  paid 
you  at  your  demand  $5  for  a  treatment.  How  does 
that  correspond  with  a  similar  treatment?  For  a 
new  patient  who  would  not  come  from  another  doc- 
tor? [834] 

A.  If  this  patient  had  not  been  referred  to  me 
from  another  doctor  and  if  this  were  not  a  routine 
thing,  a  routine  procedure,  we  would  have  charged 
him  very  much  more  for  this  entire  procedure.  Of 
coiii*se,  $5.00  wasn't  the  total  charge  here.  We  ex- 
I^lained  to  him  that  the  laboratory  test  would  be 
$6.50,  which  he  said  that  he  would  like  to  have  us  bill 
him  for  to  this  false  address  that  he  gave  us.  This 
is  a  purely  courtesy  situation  here.  A  patient  comes 
in ;  he  is  being  treated  by  another  doctor  in  another 
city;  we  do  our  best  to  oblige  both  the  doctor  and 
the  patient  by  carrying  on  the  procedure  that  the 
doctor  feels  is  indicated.    I  asked  him  what  Dr. 
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Openshaw  charged  him  for  this  treatment  and  he 
said  $5.00.  As  a  matter  of  fact,  $5.00  is  close  to  the 
cost  of  50  milligrams  of  testosterone  propionate.  I 
don't  know  actually  what  the  cost  is  to  our  office 
from  the  pharmacy  but  it  is  not  under  that.  We 
charged  him  the  same  thing  that  his  doctor  charged 
him,  as  a  matter  of  courtesy  to  that  doctor,  and  we 
didn't  charge  him  for  the  physical  examination  and 
for  the  urine  analj^sis;  nothing  else  except  for  the 
laboratory  test. 
Mr.  Elson:     I  haven't  any  further  questions. 

Redirect  Examination 
By  Mr.  Danielson : 

Q.  Just  one  thing  more.  Doctor.  What  is  the 
purpose  of  the  peanut  oil  in  that  type  of  a  weekly 
maintenance  shot?  [835] 

A.  It  is  simply  a  carrier  for  the  medicine  itself, 
so  that  it  can  be  conveyed  to  the  patient. 

The  Court:  It  makes  it  last  longer  in  its  distri- 
bution and  effect,  doesn't  it? 

The  Witness:  Yes;  it  absorbs  slowly  from  the 
site. 

Mr.  Danielson:    No  further  questions. 

Mr.  Elson:     I  haven't  anjrthing  further. 

The  Court :     That  is  all,  Doctor. 

Mr.  Danielson :     Dr.  LeTourneau,  please. 
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a  witness  for  the  government  in  rebuttal,  being  first 
duly  sworn,  testified  as  follows : 

The  Clerk :     Your  full  anme  % 
The  Witness :     Norman  Harold  LeTourneau,  L-e- 
T-o-u-r-n-e-a-u. 

Direct  Examination 

Q.  (By  Mr.  Danielson)  :  Dr.  LeTourneau,  are 
you  an  M.D.  ?  A.     I  am. 

Q.    A  medical  doctor  %  A.     Yes,  sir. 

Q.    Where  do  you  practice  ? 

A.     At  1893  Wilshire  Boulevard. 

Q.  Are  you  a  member  of  the  Belt  Urologic 
Group  %  A.     That  is  correct.  [836] 

Q.  Were  you  so  employed  on  or  about  June  27, 
1949"?  A.    Yes;  I  was. 

Q.  Now,  Dr.  LeTourneau,  I  direct  your  atten- 
tion to  a  lady  sitting  here  in  the  front  row  of  the 
spectators,  with  a  large-brim  blue  hat  on,  with  red 
trimming,  and  ask  you  if  you  recognize  her. 

A.     I  certainly  do. 

Q.  Did  you  have  any  occasion  to  see  her  on  or 
about  June  27,  1949 '?  A.     I  did. 

Q.    And  where  was  that  ? 

A.  At  120  Lasky  Drive;  in  the  Beverly  Hills 
office  of  the  Elmer  Belt  Urologic  Group. 

Q.  Doctor,  what  was  the  occasion  of  your  seeing 
her — or  do  you  remember  her  name  % 

A.     Hannah  Shinglman. 
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Q.  What  was  the  occasion  of  your  seeing  Mrs. 
Shinglman  on  that  day? 

A.  She  came  into  the  office  of  her  own  accord, 
as  we  thought,  as  a  new  patient. 

Q.    Will  you  speak  louder,  please  ? 

A.  She  came  into  the  office  of  her  own  accord 
and  was,  as  we  thought,  a  new  patient,  and  she  was 
put  in  a  room  as  a  new  patient. 

Q.  Did  you  have  any  conversation  with  her  your- 
self ?  [837]  A.     I  did. 

Q.  What  was  the  substance  of  that  conversation, 
Doctor  ? 

A.  She  told  me  that  a  Dr.  Willard  Shinglman, 
of  Cicero,  Illinois,  was  the  brother  of  her  husband; 
that  Dr.  Shinglman  had  directed  her  to  our  office 
and  that  Dr.  Shinglman  had  been  giving  his  brother 
tablets  of,  as  she  phrased  it,  testosterone  linguets. 

Q.  And  by  his  brother  you  mean  her  husband,  is 
that  right  ?  A.     That  is  correct. 

Q.     Will  you  continue,  please? 

x\.  I  made  a  little  note  of  the  conversation,  for- 
tunately. 

Q.     Did  you  make  the  notes  at  that  time  ? 

A.    At  that  time. 

Q.     In  the  regular  course  of  your  business? 

A.    Yes,  sir. 

Q.    What  was  this  conversation.  Doctor? 

A.  Well,  the  part  that  I  made  a  note  of,  I  put 
down  her  husband's  name  as  Sigmund  Shinglman, 
who  was  under  the  care  of  Dr.  Willard  Shinglman, 
and,  in  parenthesis,  Cicero — I  have  got  Chicago  but 
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it  should  have  been  Illinois.  "Dr.  Shinglman  has  his 
brother  on  25  milligrams  of  testosterone  linguets 
(Metandren).  She  comes  to  our  office  for  a  [838] 
refill  of  the  prescription.  I  advised  her  that  she 
have  Dr.  Willard  Shinglman  write  us  a  letter  re- 
garding the  patient,  explaining  his  findings  and  the 
need  for  the  Metandren,  and  we  would  gladly  pro- 
vide a  prescription  for  Metandren  linguets."  She 
said  she  would  do  this.  I  gave  a  prescription  for  100 
tablets  of  Metandren  linguets. 

Q.  Doctor,  did  you  make  any  charge  for  this  pre- 
scription % 

A.  I  did  not.  I  did  it  as  a  courtesy,  or  I  thought 
I  was  doing  it  as  a  courtesy  to  Dr.  Willard  Shingl- 
man. 

Q.     As  a  professional  courtesy,  is  that  correct  ? 

A.     That  is  right. 

Q.  Doctor,  did  she  show  you  any  prescription  or 
any  bottle  bearing  a  label  at  that  time? 

A.     She  did  not. 

Q.     Did  you  see  her  husband  at  all? 

A.     I  did  not. 

Q.     Did  you  request  that  this  husband  appear  ? 

A.  I  told  her  that  she  should  bring  him  in  for 
an  examination. 

Q.     Did  you  say  "should"  or  "would,"  Doctor? 

A.     Should. 

Q.     "S-h"?  A.     "S-h." 

Q.     And  did  she  make  any  reply  to  that  ?  [839] 

A.     I  don't  remember. 
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Q.  Did  she  say  how  long  she  had  been  in  Los 
Angeles,  Doctor,  if  you  recall  ? 

A.     I  believe  she  stated  three  or  four  months. 

Q.  Doctor,  was  there  anyone  else  present,  a  nurse 
or  anyone? 

A.  Not  during  our  conversation.  That  was  in 
my  of&ce. 

Mr.  Danielson:  No  further  questions.  Doctor. 
Thank  you. 

Cross-Examination 
By  Mr.  Elson : 

Q.     Doctor,  may  I  see  your  note  there,  please? 

I  would  like  to  read  into  the  record,  if  I  may,  the 
notes  from  which  the  Doctor  was  reading,  that  he 
stated  were  made,  I  believe,  at  the  time. 

A.     That  is  right. 

Mr.  Elson:  "9250  Olympic  Boulevard,  Beverly 
Hills.  (No  appointment  yet.)  Mrs.  Shinglman  re 
her  husband,"  and  then  the  name  under  that,  ''Han- 
nah," and  over  at  the  left-hand  margin,  "June  29, 
1949." 

"Her  husband's  name  is  Sigmund  Shinglman, 
who  is  under  care  of  Dr.  Willard  Shinglman,  his 
brother,  in  Cicero,  Chicago.  Dr.  Shinglman  has  his 
brother  on  25  milligrams  testosterone  linguets,  Me- 
tandren.  She  comes  to  our  office  [840]  for  refill  of 
prescription.  I  advised  her  that  she  have  Dr.  Will- 
ard Shinglman  write  us  a  letter  regarding  patient, 
explaining  his  findings  and  the  need  for  Metandren 
and  we  would  gladly  provide  prescriptions  for  Me- 
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tandren  linguets.    She  stated  she  would  do  this.    I 
gave  prescription  for  100  tablets  Metandren  lin- 
guets." 

Q.  Now,  Doctor,  I  show  you  Defendants'  Exhibit 
I,  which  is  a  prescription  on  the  prescription  pad 
of  the  Elmer  Belt  Urologic  Group.  Is  that  the  pre- 
scription that  you  gave  to  her  at  that  time  ? 

A.     That  is  correct. 

Q.  Doctor,  isn't  it  true  that  linguets,  Metandren 
linguets,  are  not  manufactured  in  sizes  of  25  milli- 
grams •?  A.     I  believe  it  is. 

Q.  Metandren  is,  in  fact,  a  tablet  and  not  a 
liquid,  is  it  nof? 

A.  It  is  a  trade  name.  It  is  called  Metandren 
Linguets,  Ciba's  Preparation. 

Q.  But  the  name  Metandren  is  the  name  of  the 
tablets  rather  than  linguets,  it  is  not?  [841] 

*     *     * 

The  Witness :  The  name  of  the  Ciba  preparation 
is  Metandren  Linguets. 

Q.     (By  Mr.  Elson)  :    Are  you  sure  of  that  *? 

A.     Yes. 

Q.     And  the  linguets  come  in  25  milligrams? 

A.     I  believe  they  do. 

Q.    Are  you  sure? 

A.     I  am  not  positive. 

Q.    What? 

A.  I  have  never  prescribed  it  in  larger  than  10- 
milligram  doses.  So  I  am  not  positive  of  that  dosage. 

Mr.  Elson :     I  have  no  further  questions. 
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Mr  Danielson:  Your  Honor,  the  government 
rests. 

Mr.  Elson:     The  defense  rests.  [842] 

The  Clerk :     In  what  cases  *? 

Mr.  Elson:  In  both  cases,  United  States  vs.  El- 
0-Pathic  Pharmac}^,  No.  20,596,  Criminal,  and 
United  States  vs.  Allen  H.  Parkinson,  No.  20,642, 

Criminal  [843] 

*     *     * 

July  13,  1949,  10:00  o 'Clock  A.M. 
The  Clerk :     No.  20642,  U.  S.  A.  v.  Parkinson. 
Mr.  Elson:     Ready. 

Mr.  Danielson:     Ready  for  the  plaintiff. 
The  Clerk:     No.  20596,  U.S.A.  v.   El-0-Pathic 
and  Clemens. 
Mr.  Danielson:     Ready  for  the  Government. 
Mr.  Elson :     Ready  for  the  defendants. 

■X-         4f  * 

The  Court:  As  to  cases  20596,  20642  and  20608, 
from  the  evidence  and  the  weight  of  the  evidence  I 
am  convinced,  beyond  a  reasonable  doubt,  that  the 
indiscriminate  distribution  or  dispensation  for  use 
of  the  drugs  Testosterone,  Methyl-testosterone,  Non- 
Crystalline  Estrone  and  Alpha  Estradiol  carries  not 
only  a  potential  but  an  actual  danger  of  injury  to 
some  persons.  I  am  also  convinced  from  the  evidence 
that  these  drugs  do  not,  other  than  within  a  re- 
stricted class  of  cases,  produce  many  or  any  of  the 
alleviatory  and  beneficial  effects  that  the  labeling 
given  them  by  the  defendants  indicate  and  encourage 
readers  to  believe  that  they  will  generally  produce. 
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I  find,  from  the  evidence  and  the  stipulations  be- 
tween the  defendants  and  the  Government  plaintiff, 
that  the  defendants  introduced  into  interstate  com- 
merce misbranded  drugs ;  [3] 

Wherefore,  I  Find  the  defendant  El-0-Pathic 
Pharmacy,  Inc.,  and  Martin  A.  Clemens  Guilty  of 
charges  made  in  the  Information  in  Case  No.  20596, 
in  Counts  therein,  1  to  14,  inclusive ;  and 

I  Find  the  defendant  Allen  H.  Parkinson,  trading 
as  Hudson  Products  Company,  Guilty  of  charges 
made  in  the  Information  in  Case  No.  20642,  in 
Counts  therein,  1  to  4,  inclusive. 

*     *     * 

Now,  it  is  my  construction  of  those  pamphlets, 
leaflets  and  circulars  enclosed  in  the  packages,  by 
which  delivery  of  sales  were  made,  that  they  were 
designed  to  create  a  belief  that  many  persons  are 
deficient  in  their  natural  testosterone  and  that  by 
supplementing  it  with  the  drug  called  under  various 
names,  a  synthetic  testosterone,  that  much  benefit 
could  be  derived  by  the  user.  I  do  not  mean  this  to 
convey  the  impression  that  I  think  the  defendants 
intended  any  fraud.  They  may,  so  far  as  I  know, 
have  been  acting  in  full  belief  of  the  merits  of  the 
drugs  for  the  purposes  they  recommended  them. 

I  don't  think  there  is  anything  further  that  I  need 
say  in  the  cases.  [4] 

When  will  the  defendants  be  ready  for  sentence? 

Mr.  Elson :  So  far  as  the  defendants  in  the  El-0- 
Pathie  case  and  in  the  Parkinson  case  are  concerned, 
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they  are  ready  for  sentence  now,  your  Honor. 

•X-         *         * 

The  Court:  You  spoke  in  regard  to  the  Parkin- 
son case,  as  well  as  the  El-0-Pathic  case*? 

Mr.  Elson :  Yes,  the  El-0-Pathic  and  the  Parkin- 
son case. 

The  Court:     That  covers  all  of  them,  then. 

Mr.  Elson :     Yes,  that  is  correct. 

There  is  only  this  that  I  do  want  to  say,  in  mitiga- 
tion, your  Honor,  and  that  is  that  your  Honor  un- 
doubtedly has  in  mind  the  fact  that  in  the  El-0- 
Pathic  case,  Counts  1  to  9,  inclusive,  were  purchases 
by  Government  agents,  and  Counts  3  and  4  in  the 
Parkinson  case  were  likewise  purchases  by  Govern- 
ment agents. 

The  Court:  Very  well.  Does  the  Government 
have  anything  to  say? 

Mr.  Danielson:  If  your  Honor  please,  Mr.  Roe 
of  the  Food  and  Drug  Administration  is  present  in 
court  and  we  feel  [5]  that  it  is  possible  that  your 
Honor  would  like  to  hear  from  him  as  to  a  little  of 
the  background  of  this  case,  some  aspects  that  did 
not  come  out  in  trial. 

The  Court:     I  think  not. 

Mr.  Danielson :     Thank  you. 

*     *     * 

The  Court :     Martin  A.  Clemens. 

Defendant  Martin  A.  Clemens :     Yes,  your  Honor. 

Mr.  Danielson:  If  your  Honor  please,  could  I 
make  one  additional  statement? 

The  Court:     Yes. 
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Mr.  Danielson:  In  the  case  of  Martin  A.  Clem- 
ens and  El-0-Pathic  Pharmacy,  we  feel,  your 
Honor,  that  because  of  the  magnitude  of  this  opera- 
tion, the  fact  that  here  in  yesterday's  paper  the  ads 
continue,  that  there  should  be  some  substantial  pen- 
alty imposed. 

Mr.  Elson:  Well  now,  may  I  reply  to  that, 
please  ? 

The  Court :  I  think  I  shall  reply  to  that,  that  so 
far  as  I  know  this  is  the  first  time  that  the  defend- 
ant [6]  Clemens  or  the  El-0-Pathic  Pharmacy  has 
been  before  the  court  in  this  matter,  and  it  would 
follow  that  the  defendant  had  a  right  to  assume  him- 
self innocent  mitil  the  court  passed  on  it.  So  that  I 
wouldn't  feel  disposed  to  pmiish  him  for  having 
carried  on  the  business  even  though  it  is  now  found 
by  the  Court  to  be  unlawful. 

Mr.  Danielson:  I  understand,  your  Honor. 
Thank  you. 

Mr.  Elson:  Your  Honor  has  in  mind,  do  you, 
that  Clemens  doing  business  as  M.  A.  Clemens  Phar- 
macy is  charged  in  certain  counts,  and  the  El-0- 
Pathic  Pharmacy,  of  which  Clemens  is  the  manager, 
is  the  subject  of  other  counts;  in  other  words,  they 
are  not  included  in  the  same  counts  % 

The  Court :     That  is  something  that  I  overlooked. 

Mr.  Elson:  May  I  call  your  attention  to  this, 
that  in  Count  1,  Clemens  as  an  individual,  doing 
business  as  Clemens  Pharmacy,  is  the  defendant 
charged ;  in  Count  2  it  is  the  El-0-Pathic  Pharmacy 
or  El-0-Pathic  Pharmacy,  Inc.,  that  is  charged,  with 
Clemens  of  course  the  manager  and  director;   in 
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Count  3  it  is  El-0-Pathic ;  in  Count  4,  it  is  Clemens, 
doing  business  as  Clemens  Pharmacy ;  so  is  Count  5 ; 
so  is  Count  6,  and  so  is  Count  7 ;  in  Count  8  it  is  El- 
0-Pathic  Pharmacy;  in  Coimt  9,  it  is  El-0-Pathic 
Pharmacy ;  in  Count  10  it  is  Clemens,  doing  business 
as  Clemens  Pharmacy;  in  [7]  Count  11  it  is  El-0- 
Pathic  Pharmacy;  in  Comit  12  it  is  El-0-Pathic; 
in  Count  13  it  is  Clemens,  doing  business  as  Clemens 
Pharmacy ;  and  in  Count  14  it  is  El-0-Pathic  Phar- 
macy. 

Mr.  Clemens  just  acquired  the  El-0-Pathic  about 
2  years  ago. 

The  Court:  That  is  7  counts  for  Clemens  and  7 
counts  for  the  El-0-Pathic. 

Mr.  Elson:     I  didn't  count  them. 

The  Court:     I  had  overlooked  that. 

I  Modify  my  Finding  as  to  Guilt  to  conform  with 
that  statement  of  fact ;  that  Mr.  Clemens,  defendant, 
is  found  Guilty  in  7  Counts  on  the  Information  in 
case  No.  20596. 

Mr.  Danielson:  If  your  Honor  please,  I  wish  in 
this  connection  to  point  out  to  your  Honor  that  in 
all  of  the  counts  in  which  the  El-0-Pathic  Phar- 
mac}'  is  charged,  the  charge  is  that  El-0-Pathic,  in- 
corporated, organized  and  existing,  and  so  forth,  and 
Martin  A.  Clemens,  an  indi^ddual,  "at  the  time  here- 
inafter mentioned,  the  Manager  and  Director  of  said 
corporation,"  is  the  Mr.  Clemens  actually  appearing 
in  all  counts. 

Mr.  Elson:  That  is  true,  but  the  reason  that  I 
was  bringing  that  to  the  attention  of  the  court  was 
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so  that  there  would  not  be  any  confusion  that  Clem- 
ens [8]  Pharmacy  and  El-0-Pathic  were  involved 
in  the  same  counts;  in  other  words,  one  count  will 
be  El-0-Pathic  in  which  Clemens  is  the  director  and 
manager,  and  there  would  be  another  count  in  which 
Clemens  Pharmacy  is  the  shipper. 

Mr.  Danielson:     That  is  correct. 

The  Court :  Now,  Mr.  Danielson,  as  I  understand 
it  now,  of  these  14  counts,  7  of  them  are  charge- 
able against  Clemens  in  his  individual  or  in  his 
business  relation  capacity  and  7  are  chargeable 
against  the  Corporation,  El-0-Pathic  Pharmacy, 
Inc. 

Mr.  Danielson:  Well,  that  is  not  quite  correct, 
your  Honor.  In  the  7  counts  charging  the  El-0- 
Pathic,  Mr.  Clemens  as  an  individual  is  likewise 
charged.  So,  therefore,  Mr.  Clemens  appears  as  an 
individual  in  all  14  counts.  The  corporation  appears 
only  in  7  counts,  that  is,  the  El-0-Pathic  corpora- 
tion. 

The  Court :  Well,  I  am  inclined  to  say  that  as  to 
the  counts  involving  the  corporation,  wherein  it  is 
found  guilty,  that  Clemens  was  not  acting  in  an 
individual  capacity,  that  since  the  corporation  is 
found  guilty  on  these  counts,  that  they  shouldn't 
lie  against  an  individual.  That  is  my  view  of  it. 

Mr.  Clemens,  the  El-0-Pathic  Pharmacy,  Inc., 
having  been  f omid  guilty  in  7  counts.  It  Is  the  Judg- 
ment and  [9]  Sentence  of  the  Court,  this  being  the 
first  offense,  that  it  pay  a  fine  of  One  Hundred 
($100.00)  Dollars  per  count,  a  total  of  Seven  Hun- 
dred ($700.00)   Dollars;  and  you  personally,  being 
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fouiid  guilty,  It  Is  the  Judgment  and  Sentence  of 
the  Court  that  you  pay  a  fine  of  ($100.00)  Dollars 
for  each  of  7  counts,  a  total  of  Seven  Hundred 
($700.00)  Dollars. 

Mr.  Elson :  Now,  your  Honor,  in  connection  with 
that,  could  we  have  a  stay  until  Mr.  Clemens  can  get 
to  the  bank  % 

The  Court:     Yes. 

Mr.  Danielson:  Would  your  Honor  kindly  state 
which  counts  the  fines  apply  to  in  each  of  these  cases, 
in  order  that  the  Clerk  can  make  the  proper  entry? 

The  Court:  Yes,  I  should  like  to  have  coun- 
sel  

Mr.  Elson :     I  can  assist  you  on  that. 

The  Court:     Yes. 

Mr.  Elson:  As  to  El-0-Pathic,  that  would  be 
Count  2,  Count  3,  Count  8,  Count  9,  Count  11,  Count 
12  and  Count  14 ;  and  as  to  Clemens,  doing  business 
as  Clemens  Pharmacy,  it  would  be  Comit  1,  Count  4, 
Count  5,  Count  6,  Count  7,  Count  10  and  Count  13. 

Mr.  Danielson:     Thank  you. 

Then,  Mr.  Elson,  you  will  stipulate  that  the  Judg- 
ment applies  to  these  particular  counts  named,  is 
that  correct,  [10]  as  to  each  defendant  ? 

Mr.  Elson:     Yes. 

The  Court :  All  right,  the  Court  adopts  those  re- 
cited figures  and  the  Judgments  and  Sentences  so 
apply. 

The  Clerk :     What  about  the  stay,  your  Honor  ? 

The  Court:  The  execution  of  sentence  will  be 
stayed.  How  long  do  you  want  % 

Mr.  Elson:     Let  us  say  until  tomorrow  morning. 
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The  Court :  Tomorrow  morning,  July  14th,  1949, 
at  10:00  o'clock. 

Now,  Allen  H.  Parkinson,  you  have  been  found 
Guilty,  on  4  counts.  It  Is  the  Judgment  and  Sen- 
tence of  the  Court  that  you  pay  a  fine  of  One  Hun- 
dred Dollars  ($100.00)  on  each  of  the  four  counts 
1,  2,  3  and  4,  a  total  of  Four  Hundred  ($400.00)  Dol- 
lars. Are  you  prepared  to  pay  that  at  this  time  % 

Mr.  Elson :  Could  we  have  a  stay  until  tomorrow 
morning  at  10:00  o'clock? 

The  Court :  The  same  stay,  until  tomorrow  morn- 
ing at  10:00  o'clock  for  execution  of  sentence.  [11] 

*     *     * 

Certificate 

I  hereby  certify  that  I  am  a  duly  appointed,  quali- 
fied and  acting  official  court  reporter  of  the  United 
States  District  Court  for  the  Southern  District  of 
California. 

I  further  certify  that  the  foregoing  is  a  true  and 
correct  transcript  of  the  proceedings  had  in  the 
above-entitled  cause  on  the  date  or  dates  specified 
therein,  and  that  said  transcript  is  a  true  and  cor- 
rect transcription  of  my  stenographic  notes. 

Dated  at  Los  Angeles,  California,  this  22nd  day 
of  July,  A.D.,  1949. 

/s/  THOMAS  B.  GOODWILL, 
Official  Reporter. 

[Endorsed]  :     Filed  July  26,  1949. 
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[Title   of  District   Court   and    Cause,    No.    11,266- 

HW.] 
and 

[Title  of  District   Court   and   Cause,   No.    10,391- 
HW.] 

REPORTER'S  TRANSCRIPT 
OF  PROCEEDINGS 

Los  Angeles,  California 
Wednesday,  March  22,  1950 

Appearances : 

For  the  Plaintife: 

ERNEST  A.  TOLIN,  ESQ., 
United  States  Attorney,  by 

GEORGE  E.  DANIELSON,  ESQ., 
Assistant  United  States  Attorney. 

For  the  Defendants : 

EUGENE  M.  ELSON,  ESQ., 

541  South  Spring  Street, 
Los  Angeles  13,  California. 

The  Clerk:  United  States  of  America  vs.  El-0- 
Pathic  Pharmacy,  a  corporation,  et  al..  No.  10,266- 
HW  Civil;  and  United  States  of  America  vs.  Hud- 
son Products  Company,  a  corporation,  et  al.,  No. 
10,391-HW  Civil. 

The  Court:  Was  there  any  formal  stipulation 
on  file  relative  to  this?  It  was  not  a  consolidation 
of  these  two  cases,  but  just  a  kind  of  gentleman's 
agreement  ? 
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Mr.  Elson:  No,  that  was  not  stipulated.  They 
were  not  consolidated,  but  when  we  got  up  to  argue 
them  before  Judge  Cavanah,  he  asked  us  if  there 
w^as  anything  that  was  identical  between  the  two 
cases,  and  I  think  I  am  right,  am  I  not 

Mr.  Danielson:    That  is  correct. 

Mr.  Elson :    that  to  a  very  large  extent,  there 

was,  but  there  were  certain  features  of  the  two  cases 
that  were  not  at  all  identical,  and  for  that  reason 
I  did  not  want  to  consolidate  them. 

So  he  said,  "Well,  let's  hear  them.  Let's  hear 
what  you  have  to  say." 

It  was  left  in  rather  a  nebulous  fashion. 

Mr.  Danielson:  It  was  not  too  nebulous.  Stipu- 
lations as  to  the  records  were  filed  on  January  31 
in  each  case,  and  there  is  listed  what  should  be 
considered  as  a  part  of  the  record  in  the  case.  The 
cases  themselves  were  not  consolidated,  but  certain 
items  form  a  part  of  the  record  in  each  case. 

The  Court :  The  point  at  issue  is  the  same  in  both 
cases,  isn't  it? 

Mr.  Elson:  The  point  at  issue,  your  Honor — you 
know  how  you  forget  these  things  when  you  get 
awa}^  for  a  few  days — the  point  at  issue  is  whether 
or  not  the  labeling  which  is  involved  in  both  cases — 
I  think  it  is  the  same,  isn't  if? 

Mr.  Danielson:  That's  right,  the  basic  point  is 
the  same. 

Mr.  Elson:    Whether  the  labeling  is  proper. 

Mr.  Danielson :  The  law  is  the  same  in  each  case. 
The  facts  are  slightly  different. 

Mr.  Elson :    The  facts  do  vary. 
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The  Court:  The  only  question  in  these  two  cases 
is  the  question  of  the  labeling? 

Mr.  Danielson:    That  is  correct. 

Mr.  Elson:     That  is  right. 

The  Court:  And  whether  the  labeling  meets  the 
requirements  of  the  statute  or  whether  it  doesn't. 
I  was  just  wondering  if  it  is  going  to  be  necessary 
to  write  findings  of  fact  and  conclusions  of  law  in 
both  cases.  What  prompts  me  is  that  before,  you 
remember,  when  I  made  a  ruling  denying  your 
preliminary  injunction,  you  came  in  with  a  list  of 
findings  of  fact  and  conclusions  of  law. 

Mr.  Elson:    Yes,  I  did. 

The  Court:  But  you  came  in  only  on  the  El-0- 
Pathic  case.  I  will  take  it  back.  You  did  file,  also, 
on  the  Hudson  case. 

Mr.  Elson:  I  was  sure  I  did,  because  it  was  a 
time-consuming  thing  to  do  so. 

The  Court:  Well,  all  right.  Then  I  assume,  in- 
asmuch as  you  have  worked  so  hard  on  these  find- 
ings of  fact  and  conclusions  of  law  once  before,  that 
it  will  not  be  such  a  problem  for  the  attorneys  to 
prepare  the  findings,  whatever  they  may. 

You  know,  this  case  has  been  with  me  pretty  near 
ever  since  I  have  been  on  the  bench.  I  think  it  is 
one  of  the  first  cases  that  was  turned  over  to  me.  I 
have  had  it  on  my  desk  most  of  the  time  during  the 
past  five  months. 

I  thought  I  had  got  rid  of  it.  I  was  congratulat- 
ing myself  that  this  was  going  to  be  decided  by 
another  court  and  I  wouldn't  have  to  decide  it,  and 
then  through  a  turn  of  the  wheel,  it  was  sent  back 
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to  me  and  I  have  been  called  upon  to  make  a  de- 
cision. 

In  a'  case  such  as  this,  it  is  pretty  hard  to  come 
to  some  conclusion,  because,  usually,  there  are  two 
sides  to  the  question,  and  usually  there  is  a  differ- 
ence of  opinion.  I  don't  think  there  is  any  unanim- 
ity of  opinion  as  to  the  effect  of  taking  these  so- 
called  drugs.  I  think  there  is  medical  opinion  on 
both  sides.  It  causes  ill  effects  or  it  doesn't  cause 
ill  effects. 

However,  it  seems  to  me  that  it  is  not  a  question 
of  what  the  effect  of  the  taking  of  the  drugs  is,  but 
the  main  issue  is  what  is  on  the  packages,  how  it 
is  described,  what  is  said. 

As  counsel  has  pointed  out,  after  the  criminal 
hearing  he  attempted  to  sit  down  and  comply  with 
the  ruling  in  that  -case.  Well,  the  plaintiff  in  this 
case  is  in  the  position  of  lawyers  many  times  when 
some  defendant  gets  into  trouble  and  comes  into 
the  office,  and  you  say,  "You  shouldn't  have  done 
that."  It  is  very  easy  to  tell  people  what  they 
shouldn't  have  done.  It  is  a  great  deal  more  diffi- 
cult to  tell  people  what  they  should  do. 

I  am  quite  sure  that  it  has  been  the  experience 
of  most  attorneys  that  when  people  come  into  your 
office,  you  say,  "Well,  you  shouldn't  have  done 
that."  After  the  thing  is  done  and  it  doesn't  turn 
out  in  the  proper  way,  you  always  are  in  a  position 
to  say,  "That  was  the  wrong  thing  to  do.  It  didn't 
have  the  proper  results." 

Since  this  matter  has  been  submitted  to  me  the 
second  time,  I  have  gone  over  the  pleadings  and  I 
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have  read  your  complaint  and  I  have  read  your 
answer.  I  have  read  the  argument  made  before 
Judge  Cavanah,  that  is,  according  to  the  transcript. 
I  have  read  your  affidavits,  too.  I  have  come  to 
a  conclusion. 

I  notice — I  believe  it  is  one  of  the  arguments  of 
the  defendants  in  this  case — that  the  plaintiff  says, 
''You  can't  do  it  this  way."  They  never  tell  them 
how  they  can  do  it. 

According  to  the  affidavits  of  Mr.  Elson,  when 
he  talked  to  someone  whom  he  has  identified  as  a 
doctor  of  medicine  employed  by  the  Food  and  Drug 
Administration  in  Washington,  he  asked  the  ques- 
tion whether  or  not  any  kind  of  a  description  would 
have  been  sufficient  and  he,  purportedly,  got  the 
reply  that  it  was  the  purpose  to  see  that  these  prod- 
ucts were  only  sold  on  prescription.  So  I  am  rather 
doubtful  whether  or  not  the  defendant  in  this  case 
could  write  any  sort  of  matter  upon  a  small  box, 
upon  a  small  container,  which  would  meet  all  of 
the  objections  of  the  Food  and  Drug  Administra- 
tion. 

It  is  claimed,  on  more  than  one  occasion  during 
the  proceedings,  that  sufficient  warnings  were  not 
given.  Yet  I  have  gone  through  the  pleadings  for 
the  last  time  this  morning,  and  I  notice  in  both 
cases  that  physicians  are  mentioned  four  times. 

In  your  original  complaint,  you  set  out  the  de- 
scriptive matters  upon  the  cartons.  There  is  no 
dispute  as  to  what  was  printed  on  the  cartons.  The 
cartons  are  before  the  court.    They  can  be  read. 

In  all  cases,  on  both  of  these  cases,  as  far  as  I  am 
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able  to  ascertain,  the  word  "physician"  is  used  at 
least  four  times,  "under  supervision  of  a  physi- 
cian," "under  direct  supervision  of  a  physician," 
and  I  don't  know  what  more  words  would  be  put 
upon  their  cartons  that  would  be  a  greater  warning, 
except,  "to  be  used  only  upon  a  prescription  from 
a  physician." 

I  think  that  is  what  the  Food  and  Drug  people 
are  trying  to  get  at.  That  is,  they  want  these  medi- 
cines to  be  sold  only  upon  the  prescription  of  a 
physi<?ian. 

There  has  been  considerable  testimony  here  about 
the  effects  that  would  follow  if  the  substances  are 
taken  by  persons  under  certain  physical  conditions. 
Again,  that  is  a  disputed  fact.  The  doctors  don't 
agree. 

I  have  not  been  able  to  make  up  my  mind  that 
the  plaintiff  is  entitled  to  the  relief  he  has  asked  for 
in  these  complaints.  I  think  the  burden  of  proof 
is  upon  the  plaintiff.  At  least,  as  far  as  I  am  con- 
cerned, the  plaintiff  has  not  sustained  the  burden 
of  proof. 

Consequently,  I  think  a  judgment  will  be  entered 
in  favor  of  the  defendants  and  against  the  plaintiff. 

Certificate 

I  hereby  certify  that  I  am  a  duly  appointed, 
qualified  and  acting  official  court  reporter  of  the 
United  States  District  Court  for  the  Southern  Dis- 
trict of  California. 

I  further  certify  that  the  foregoing  is  a  true  and 
correct  transcript  of  the  proceedings  had  in  the 
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above-entitled  cause  on  the  date  or  dates  specified 
therein,  and  that  said  transcript  is  a  true  and  cor- 
rect transcription  of  my  stenographic  notes. 

Dated  at  Los  Angeles,  California,  this  27th  day 
of  March,  A.D.  1950. 

/s/  S.  J.  TRAINOR, 

Official  Reporter. 

[Endorsed] :    Filed  August  2,  1950. 


[Title   of   District   Court   and   Cause,   No.    20,596- 
Criminal.] 

STIPULATION  OF  FACTS 

The  parties,  through  their  respective  counsel, 
agree  that  the  only  significant  issue  to  be  decided 
is  whether  the  drugs  involved  were  misbranded  or 
were  not  misbranded;  and  so  as  to  conserve  time 
and  to  avoid  testimony  with  respect  to  undisputed 
facts,  and  in  order  that  the  real  issue  may  be 
promptly  placed  before  the  Court,  they  do  agree 
specifically  as  follows: 

1.  Defendant  Martin  A.  Clemens  is  the  manager 
and  dire^'tor  of  defendant  El-0-Pathic  Pharmacy, 
Inc.,  a  corporation,  and  also  trades  and  does  busi-  \ 
ness  under  the  firm  name  of  M.  A.  Clemens  Phar- 
macy, both  businesses  being  located  at  Los  Angeles, 
California ;  at  all  times  referred  to  in  the  criminal 
information  filed  in  this  case,  said  defendant  Clem- 
ens was  the  manager  and  director  of  said  El-0- 
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Pathic  Pharmacy,  Inc.,  and  also  traded  and  did 
business  under  the  firm  name  of  said  M.  A.  Clemens 
Pharmacy. 

2.  With  respect  to  the  alleged  interstate  and 
intrastate  shipments  and  sales  by  the  defendants 
of  the  drugs  with  their  accompanying  labeling  as 
described  in  the  fourteen  counts  of  the  criminal 
information,  it  is  agreed  that  said  defendants 
caused  such  shipments  and  sales  on  the  dates  and 
in  the  manner  specified  in  each  count. 

3.  With  respect  to  the  alleged  interstate  and 
intrastate  shipments  and  sales  by  persons  other 
than  the  defendants  of  the  drugs  described  in 
Counts  4  through  9,  inclusive,  it  is  agreed  that  such 
shipments  and  sales  transpired  on  the  dates  and 
in  the  manner  specified  in  those  counts. 

4.  The  composition  of  each  drug  is  as  declared 
on  the  labeling  of  said  drug,  which  labeling  is  here- 
inafter identified  in  this  Stipulation  and  appended 
as  exhibits;  the  composition  of  the  drug  involved 
in  Count  10  (which  is  not  declared  in  the  labeling) 
is  0.5  mg.  alpha-estradiol  per  tablet.  The  drug 
involved  in  Count  10  was  shipped  in  package  form. 

5.  Said  defendants  did  not  require  or  receive 
a  physician's  prescription  in  the  shipment  or  sale 
of  any  of  the  drugs  involved  in  Counts  1  through 
14,  inclusive. 

6.  Appended  to  this  original  Stipulation  and 
incorporated  herein  are  Government  Exhibits  1, 
1(a)   etcetera  through  14(a),  inclusive.     Said  ex- 
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hibits  have  been  so  numbered  subject  to  the  Court's 
approval.  Each  exhibit  has  been  given  a  number 
to  be  readily  identified  with  the  count  to  which  it  is 
relevant.  In  instances  where  there  are  more  than 
one  item,  the  second,  has  been  marked  Exhibit  1(a), 
6(b),  etcetera. 

Government's  Exhibit  1  bears  the  labeling  re- 
ferred to  in  Comit  1 ;  Government 's  Exhibit  2  bears 
the  labeling  referred  to  in  Count  2,  and  to  like 
effect  with  respect  to  Government  Exhibits  3 
through  14(a),  inclusive,  as  specifically  identified  in 
each  of  the  attached  exhibits.  Each  item  compris- 
ing this  labeling  is  as  identified  in  each  exhibit. 
Each  such  item  appears  exactly  as  it  was  when 
received  by  the  consignee  designated  in  each  exhibit, 
with  the  sole  exception  that  the  Food  and  Drug 
inspectors  who  collected  these  items  wrote  official 
sample  numbers,  dates  of  collection,  and  their  in- 
itials upon  each  item. 

The  original  exhibits  referred  to  in  each  of  the 
counts  are  attached  to  the  original  of  this  stipula- 
tion. The  copies  of  this  stipulation  contain  photo- 
stats thereof,  however,  so  far  as  a  certain  circular 
or  pamphlet  is  concerned,  the  cojDies  reflect  but  a 
portion  of  said  circular.  The  parties  are  familiar 
with  said  circular  and  are  content  to  so  identify  it 
in  the  copies  of  this  Stipulation  without  requiring 
it  to  be  fully  photostated.  This  circular  is  a  four 
page  printed  pamphlet  bearing  on  the  front  thereof, 
among  other  writings,  "Male  and  Female  Sex  Hor- 
mones." 
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7.  Each  of  the  drugs  involved  in  Counts  1 
through  14,  inclusive,  was  manufactured  by  an  out- 
of-state  manufacturer;  during  the  interstate  and 
intrastate  journeys  of  said  drugs  from  the  manu- 
facturers to  the  defendants,  the  labeling  of  each 
such  drug  bore  the  legend:  "Caution:  To  be  dis- 
pensed only  by  or  on  the  prescription  of  a  phy- 
sician." In  the  transactions  described  in  Counts  1, 
2,  4,  5,  6,  7,  8,  9,  10,  11,  and  13,  defendants  re- 
packaged the  drugs  as  received  from  the  manufac- 
turers before  making  the  shipments  and  sales 
involved  in  those  counts.  In  the  transactions 
described  in  Counts  3,  12,  and  14,  defendants 
shipped  and  sold  the  drugs  in  the  original  packages 
as  received  from  the  manufacturers.  In  no  in- 
stance did  the  defendants  alter  the  composition  of 
any  of  said  drugs.  The  circular  "Male  and  Female 
Sex  Hormones"  did  not  accompany  any  of  said 
drugs  in  their  interstate  or  intrastate  movement 
from  the  manufacturers  to  the  defendants. 

Dated:    June  15th,  1949. 

JAMES  M.  CARTER, 

United  States  Attorney. 

NORMAN  W.  NEUKOM, 

Assistant  U.  S.  Attorney, 
Chief,  Criminal  Division. 

/s/  GEORGE  E.  DANIELSON, 
Assistant   United   States   Attorney,   Attorneys   for 
United  States  of  America. 

/s/  CARL  B.  STRUZENACKER, 

Attorney  for  Defendant. 
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Count  One 

GOVERNMENT'S  EXHIBIT  1 

(20596) 

Label  on  a  product,  as  received  by  John  R.  Winch, 
of  Phoenix,  Arizona. 

Male  Hormone 
Each  tablet  contains  25  mg.  testosterone  the  form 
of  the  true  male  sex  hormones  which  is  most  highly- 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  applying 
androgenic  therapy.  The  oral  dose  of  methyl  testos- 
terone is  about  1-2  tablets  daily. 

Trial  Size  $  2.00 

Box    30  Tablets  10.00 

Box    60  Tablets  19.00 

Box  100  Tablets  Professional  Size..  29.95 

Send  Mail  Order  to  M.  A.  Clemens  (Pharmacist) 

426  So.  Spring  St.,  Room  502-503 

Los  Angeles  13,  Calif. 

MAdison  6-4171 

[In  Longhand] :     30-046  K  11-1-47. 
JRW. 

Admitted  June  22,  1949. 
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GOVERNMENT'S  EXHIBIT  1(a) 
(20596) 

Circular  that  accompanied  drug,  as  received  by 
John  E.  Winch  of  Phoenix,  Arizona. 

[In  Longhand] :     30-046  K  11-1-47. 
JEW. 

Male  and  Female  Sex  Hormones 

M.  A.  Clemens 

(Pharmacist) 

Distributors  of  Vitamins  and  Hormones 
Sanitary  Rubber  Goods 

Endocrine  preparations  of  unusual  quality  for 

Male  and  Female 

426  South  Spring  Street  Rooms  502-503 

Los  Angeles  13,  Calif. 

MA.  64171  MA.  64172 

Male  Hormone 

Testosterone 

This  discovery  of  the  Male  Sex  Hormone  is  one 
of  the  achievements  of  modern  medicine  on  which 
the  public  is  comparatively  uninformed.  Yet  it  is 
truly  a  tremendous  accomplishment. 

Prof.  Ruzicker,  a  Swiss  chemist,  succeeded  in 
making  Testosterone,  "the  most  potent  male  hor- 
mone ' '  by  synthetic  means ;  and  for  this  he  received 
The  1939  Nobel  Prize  in  Chemistry. 

"Science  is  unlocking  the  secrets  of  Male  and 
Female  sex  hormones.  Years  of  scientific  effort  and 
research  have  established  that  these  hormones  ac- 
complish many  things  which  up  to  a  few  years  ago 
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were  thought  to  be  impossible.  These  discoveries 
are  far-reaching  and  assisting  millions  of  men  and 
women  to  lead  happier  lives,  and  are  relieving  and 
postponing  the  many  conditions  associated  with 
middle  age." 

The  Sex  Hormones 
All  hormones  play  a  major  part  in  the  sexual 
makeup  of  the  hormonal  system.  The  male  hor- 
mone stimulates  growth  and  development  of  the  sex 
organs  and  of  the  male  sex  characteristics,  such 
as  distribution  of  hair,  muscular  development, 
depth  of  voice  and  the  improvement  of  a  sense  of 
well-being. 

Male  Hormone  Deficiency 
The  average  man  in  his  late  forties  begins  to  enter 
what  is  called  the  "climacteric"  period  at  which 
time  the  body  undergoes  a  radical  change.  Al- 
though most  of  these  changes  may  start  during 
middle  age,  they  may  also  show  up  at  almost  any 
time  during  middle  age.  As  a  rule  there  may  be 
flushes,  sweats  and  chills.  Lack  of  sexual  power, 
impaired  memory,  irritability,  inability  to  concen- 
trate on  activities  or  a  tendency  to  evade  them, 
nervousness,  depression,  general  weakness  and  poor 
physical  strength  are  some  of  the  major  signs  which 
are  associated  with  this  declining  period. 

Impotence 
Lack  of  sexual  desire  and  inability  to  perform 
the  sexual  act  is  one  of  the  most  common  complaints 
of  the  male  *' climacteric. "     When   due   to   a   de- 
ficiency of  the  male  sex  hormone,  these  conditions 
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usually  respond  promptly  to  male  hormone  therapy, 
which  assist  in  restoring  sexual  desire  and  ability 
to  fulfill  it.  In  addition  to  re-establishing  potency, 
the  male  sex  hormone  helps  to  relieve  other  condi- 
tions which  frequently  occur  during  this  period. 

Results  From  Male  Hormone 

These  social,  sexual,  physical  and  mental  condi- 
tions may  be  overcome  by  the  use  of  the  male  sex 
hormones,  which  often  bring  about  startling 
changes.  At  first,  it  may  be  noticed  there  is  a 
marked  improvement  in  physical  and  mental  work 
and  a  tonic  action  resulting  in  renewed  vigor.  A 
better  attitude  towards  business  and  social  life  is 
frequently  observed.  Nervousness,  exhaustion  and 
melancholy  gradually  disappear  and  in  the  large 
majority  of  instances  the  improvement  persists  over 
a  long  period  of  time. 

Just  One  Tablet  a  Day  and  Eliminate 

Unnecessary   Injections 

New  25  mg  Tablet 

30  Tablets $10.00 

100  Tablets 29.95 

200  Tablets 57.50 

No  Prescription  Required 
Add  3%  Sales  Tax  for  Mail  Orders 

Prices  on  Testosterone  for  Injection  by  Request 
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Male  Hormone 

Linguets  .  .  .  under  the  tongue 

when  Oroal  Male  Hormone  Therapy  is  Indicated 

are  effective  in  doses  %  to  %  the  amount  required 
when  methyl  testosterone  is  ingested.  Greater  econ- 
omy, convenience  and  ease  of  administration  mark 
Metandren  Linguets  as  one  of  the  great  advances 
in  androgenic  therapy. 

The  Most  Economical  Oral  Androgen 
The  sublingual  administration  of  methyl  testoste- 
rone in  the  form  of  Linguets  is  based  on  direct 
venous  drainage  from  the  oral  mucous  membranes. 
The  androgen  is  carried  in  the  blood  by  the  systemic 
venous  system  to  the  right  heart,  thence  through 
the  pulmonary  circulation  back  to  the  left  heart 
and  thus  is  first  distributed  by  the  general  circula- 
tion to  all  organs  and  tissues.  By  this  route  methyl 
testosterone  by-passes  the  liver  and  escapes  partial 
inactivation.  Consequently,  complete  dosage  is  de- 
livered to  the  tissues  more  rapidly  and  without  loss. 

Regular  Strength 
Box    50  Tablets  Linguets.  .$  7.00  plus  3%  sales  tax 
Box  100  Tablets  Linguets.  .   13.00  plus  3%  sales  tax 
Box  200  Tablets  Linguets.  .  25.00  plus  3%  sales  tax 
Box  500  Tablets  Linguets. .   60.00  plus  3%  sales  tax 

Double  Strength 
Box  100  Tablets  Linguets.  .$17.00  plus  3%  sales  tax 

No  Prescription  Required 
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Many  excellent  Reports  for  the  Non  Profes- 
sional layman  have  already  appeared  in  the  fol- 
lowing publications: 

Readers  Digest  by  Paul  de  Kruif,  July,  1944 

—August,  1946. 
Newsweek,  March,  1943. 
Time,  May  28,  1945. 
Newsweek,  May  28,  1945. 
Liberty,  February  2,  1946. 
*Paul  de  Kruif 's  sensational  book,  "The  Male 

Hormone,"  Harcourt-Brace. 

Information  and  Prices  on  Ampules  or  Vials 
Sent  by  Request 

Female  Hormone 
A-Estradial 

The  estrogenic  hormone  promotes  the  develop- 
ment of  sex  characteristics  in  the  female. 

It  maintains  the  normal  condition  of  these  charac- 
teristics in  the  normal  adult  woman. 

a-Estradiol  preparations  confer  a  definite  "sense 
of  well-being." 

a-Estradiol  offers  clinically  important  advan- 
tages. 

a-Estradiol  is  the  genuine  hormone  of  the  ovarian 
follicle,  which  is  "probably  the  most  potent  of  all 
known  estrogens." 

a-Estradiol  has  a  smooth,  dependable  action 
which  speedily  controls  the  symptoms  of  ovarian 


*Send  $1.00  plus  15c  for  mailing. 
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deficiency  and  produces  a  gratifying  sense  of  well- 
being.  a-Estradiol  is  not  likely  to  provoke  side 
reactions  or  after-effects,  such  as  headache,  dizziness 
and  gastrointestinal  disturbances,  which  frequently 
complicate  the  action  of  artificial  estrogens.  Be- 
cause of  their  high  potency,  oral  a-estradiol  tablets 
may  be  used  in  place  of  parenteral  therapy  in  most 
cases.  The  elimination  of  frequent  injections 
means  not  only  more  comfort  and  convenience  for 
the  patient — it  also  saves  the  physician  both  time 
and  energy. 

The  especial  therapeutic  value  of  a-estradiol 
preparations,  particularly  as  compared  with  estrone 
(theelin)  and  estriol  (theelol),  is  today  widely  ap- 
preciated, since  the  latter  now  appear  to  be  sec- 
ondary products  of  minor  importance. 

The  Change  of  Life 
Although  this  period  which  occurs  between  the 
fourth  and  fifth  decades  of  life  msij  pass  with 
hardly  any  complaints,  in  many  women  it  may 
cause  disorders  which  may  interfere  seriously  with 
normal  living.  These  disorders  may  be  mild  or 
severe,  depending  upon  the  individual.  Headache, 
insomnia  and  dizziness  are  frequently  complained 
of.  In  severe  cases,  there  may  be  fear,  crying  spells 
sometimes  accompanied  by  melancholy  and  emo- 
tional instability. 

Prices — A-Estradial  Tablets 

30  Days  Supply $10.00 

60  Days  Supply  17.50 
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Breast  Development 
Direct  Action  on  the  Mammary  Gland 

Estrogens  can  be  absorbed  through  the  skin  of 
the  human  female  directly  into  the  breast  tissue 
and  by  this  route  can  produce  their  characteristic 
stimulation  of  mammary  growth  and  the  result  is 
*' definite  breast  growth  of  considerable  degree." 
Since  underdeveloped  breasts  are  often  a  consider- 
able worry  to  women,  cutaneous  estrogen  therapy 
of  hypomastia  presents  a  valuable  addition  to  the 
physician's  therapeutic  resources. 

25  Days  Supply  (50,000  International 

Units)    $  7.50 

25  Days  Supply  (125,000  International 

Units)    14.00 

No  Prescription  Required 
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Count  Six 

Ck)varnaent 's  Bxhiuit   6.      Label  0:1  carton  of   drug,   as    raceivQd 
by    ro'^um  Drug  Co.,    and   by  V,.    A.    CI  3. ens  Ph'^rmocy,    both  at   Los 
Angeles,    California, 


rront   View 
GOViiRN!.CJ^rr»S  IflCII'^IT  No.    6      (gc^9  u) 


@ 


Etck  Ubitt  MiUlu 


■•tkylttttotUrant 

100  Tablfts 


ORETON-M 

,         METHYLTESTOSTEROME 
Cnrttalliii  pirt  tiitlcilir  kiraiM  prtparatiH 

CAUTION:  To  be  dispen$«(  only  by  or  on  the  pfeuriptkM 

ot  a  physician.  For  proper  use  ol  this  preparation  the  phyii- 

eian  should  secure  a  copy  ol  our  statement  ol  directions. 

FOI   IIAl  AOHINISTIIATION   ONIT 


Schenng  Corporation ,-' 


A'jmitted  June  ?.Z^    1949. 


Government's  Jixhiblt   6{a).     Label    on  envelope  of  drug,   as 
received  by  Alaa  T.    Spiher, 


GOVr:HNM'.I-n"S  £,yMl    IT   6(a)      (j;^b96) 


MALEHORMONE 

Uch  tobl.t  confoiB.  25  mj.  Hstoit.roii.  the  form  o«  »h*  tr»«  "••'•••«  I"""^*' 
which  i>  ".o«»  hithly  effectir.  for  odmimitrotion  by  mouth.  Th«  ovoilobility  o»  methyl 
t«t»o«t«ro«*  mokei  po«ibU  th«  eo«».«iei.c.  ot  oral  o*»iiiiitrot.<»  •"  "JP"*'"*  •"**: 
M«ic  thoropy.    Tho  orol  doM  ot  methyl  teftot»ero«e  is  obo«t   1  -2  tablet,  do.ly. 

Triol  S«e  5  ^00  Hf,^^, 

Bo.     30  Tablet.   0.00  ^ 

Bex     60  Toblet.                                                         '900  -^^• 

Box    100  TobUH  Profeiiionol  Sixe                          Z».*5  j 

Send  Moil  Orders  to  M.  A.  CLIMINS    <Phormoti«t)  J 

41iI..fp.lM»t.«oo-M1.5«  to.  JU^U.  II.  CIU.  MAdl«»  Mljl 

Admitted  June   :;:,   1949. 


COUKT  SIGHT 
QoTernaent't  Izhibit  8.  Label  on  bottle  of  dru^,  ae  received  by  Zl-0-Pathle 
Fhamacy  at  Lo8  Angeles,  California.  - 


100    TAtltTf         .. 


V-tAtH 


11  ciiiCTirnysc 


GorernBent's  Exhibit  8(a).  Label  on  envelope  of  dru^,  ae  received  by 

Alan  T.  Splher. 


WOTEt  Pleaee  und'5r?t-n(i  this  <.  i  .        ' l^^7 

packa-.e  an  :  r  r.:v '  :  results        t^nL^'^  (L 
traatoent  Bust  be  continued  over  a 
30-d||jp«riod. 

MALE     HORMONE 

Each  fablat  eonfoins  25  mg.  testoiferone  the  form  o»  the  true  mala  mi  liennwie 
which  h  mort  hifhly  eHeetive  for  odministrotion  by  moyth.  Th*  avoilabtMr  •*  "!*i  "* 
mHiliinm  makes  pouible  the  convenieitce  ot  oral  odminittrotioii  in  opplyinfl  •••»•- 
■Mic  Ihcfaav..  The  oral  do»e  of  methyl  tettojterone  is  obout  1-2  tsbltli  daily. 

triol  Si.e                                     .  ,- $  iOO  JC' 

B«r    30  Toblet.                        i^.^ 10.00  ^ ^,\^*^ 

Box     60  Tobleh       1900  ^ 

Box    100  TobleH   Prafettionol  $•«•                      29.95  ^^,'t 

Send  Moil  O'tlrrs  to  IL-0-PATHIC   PHARMACY 
IIWH  Ne.  WoMMB  la%.  BoDtw-*  V.  cm.  K>llT«o«  ITtl 
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Count  Thirteen 

Government's  Exhibit  13,  label  on  bottle  of  drug, 
as  received  by  D.  J.  McBride,  at  Tucson,  Arizona. 

GOVERNMENT'S  EXHIBIT  No.  13 

(20596) 

Male  Hormone 

Each  tablet  contains  5  mg.  testosterone  the  form 
of  the  true  male  sex  hormone  which  is  most  highly 
effective  for  administration  by  mouth.  The  avail- 
ability of  methyl  testosterone  makes  possible  the 
convenience  of  oral  administration  in  applying 
androgenic  therapy. 

The  oral  dose  of. methyl  testosterone  is  2  tablets 
3  times  daily.  Place  2  tablets  under  the  tongue  and 
allow  them  to  dissolve. 

Box    50  Tablets  Linquets $  7.00 

Box  100  Tablets  Linquets 13.00 

Send  Mail  Orders  to 

M.  A.  CLEMENS  (Pharmacist) 

426  So.  Spring  St.,  Eoom  502-503, 

Los  Angeles,  13,  Calif. 

Successor  to  Clark's  Drugs  &  Sundries 

Admitted  June  22,  1949. 

[Longhand] :     31-220  K  1/30/48. 
AB. 

[Endorsed]  :     Filed  June  22,  1949. 
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GOVERNMENT'S  EXHIBIT  No.  18 
(20596) 

Hormone  Preparations 

Memo  to  Chief 

3/25/48 

AB. 

Roche-Organon  Inc. 

Nutley  10,  New  Jersey 

Hormones 

July  1947 
Gentlemen : 

One  of  our  most  popular  dealer  helps  is  our  liter- 
ature imprinting  service.  Demands  for  Roche- 
Organon  literature  bearing  the  name  and  address  of 
the  individual  dealer  have  increased  by  leaps  and 
bounds.  Because  of  the  growing  popularity  of  this 
service  and  because  a  number  of  dealers  have  only 
recently  become  Roche-Organon  distributors,  we 
should  like  to  repeat  and  reemphasize  the  salient 
points  of  this  service. 

As  you  know,  it  is  the  firm  policy  of  Roche- 
Organon  never  to  advertise  its  products  to  the  laity ; 
therefore,  the  literature  which  you  request  and  re- 
ceive is  for  distribution  only  to  your  physicians.  In 
fact,  all  of  the  more  recent  Roche-Organon  literature 
bears  this  legend :  "This  pamphlet  has  been  prepared 
for  dissemination  to  the  medical  profession  exclu- 
sively." 

All  Roche-Organon  products,  with  the  exception 
of  Cytora,  are  strictly  prescription  items ;  literature, 
therefore,  must  be  kept  out  of  the  hands  of  your 
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customers.  You  would  be  breaking  faith  with  your 
physicians  to  do  otherwise.  In  fact,  you  might  even 
endanger  lives,  for  hormones  are  powerful  therapeu- 
tic agents  which  must  be  administered  under  strict 
medical  supervision. 

So  pass  along  these  facts  to  all  your  clerks:  (1) 
Eoche-Organon  literature  is  for  physicians  only. 
(2)  Keep  Roche-Organon  literature  out  of  reach 
of  your  customers.  (3)  All  Roche-Organon  products 
(except  Cytora)  bear  an  Rx  legend  on  their  labels, 
and  therefore  may  be  dispensed  only  on  a  physi- 
cian's prescription.  (4)  Don't  give  out  literature 
with  prescriptions  for  Roche-Organon  products  even 
when  the  patient  asks  for  it. 

Strict  observance  of  these  rules  means  that  the 
professional  standing  of  your  store  will  rise.  Your 
physicians  will  regard  your  store  as  a  truly  pro- 
fessional hormone  headquarters. 

Sincerely  yours, 

/s/  ROCHE-ORGANON,  INC. 
NAL:GF 

Admitted  July  5,  1949. 
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(Advert!  sen  9nt   tjiken   iron  the  Los 
Anf:;ele8  Times— p^i-e   32  part   1 
April    17,    1949.)  * 


985 
U 


Get  this  Great 
246-page 
Book 

originally 
published 

o*  '2.50 

with 

50 

methyl  testosterone 

LINGUETS 
Both  for  $C15 


5 


including 
fox 


OVER  40?  f^ervous?  Depressed? 


Easily  tired?    Forgetful-confused-thiA  you  ore   no  longer  "good   for  much"? 

If  you  hove  felt  any  or  all  of  these  discouraging   symptoms,   you   should   read 

this  splendid,  hope-inspiring  volume.    Then  try  magic  methyl  testosterone,  fhot 

Dr.  Albert  Hemming,  noted  authority,  states  "can  go  for  toword  rev.toHzing  a 

man  who  is  going  through  a  mole  'change  of  life.'" 

This  is  your  opportunity  to  prove  it  for    yourself.     Here    is   a   lorge    enough 

quantity  for  a  reol  test,  ot  the  lowest  cost  yet  offered-ond  in  a  form  TWICE 

AS   EFFECTIVE  as  tablets  you   swoHow-LINGUETS  that  me/»  under  your  tongue 

end  ore  obsorbed  direct/y  into  the  system. 

Don't  put  off  the  new  life,  energy,  happiness  that   moy  be  yours!    Send  cosh, 

check,  money  order  for  order  COD.)  with   the   coupon   TODAY!     Or  come   in 

and   see  our   REGISTERED   PHARMACIST. 

Other  goofonfeee/  hormone  products  for  women  — 


FEMALE  HORMONES 

MONTH  S  SUPPLY-SPECIAL 

BREAST  DEVELOPMENT 

25  APPLICATIONS  OF  HORMONES 
FREE  IITERATUHE!  FREE  PARKING' 


>5« 

$773 

'     ,n<l    la> 

PHONE  HO    9.1722 


ELOPATHIC   PHARMACY,   Dept.  T-4, 

n09<2  No.  Western  Ave..  Hollywood  27.  Calif 

n  ENCLOSED  FIND  $5  15  FOR  50  UNGUETS  AND    THE  MAlE  HORMONE     SOO* 
n   i5  15  FOR  FEMALE  HORMONE  (tax  ind  i    Q    »7.73  'or   BREAST   DEVELOPMENT 


n 

NAME 
ADDRESS 


CITY  ft  STATE 


Ailnitted  July  6,    19*9, 
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n8«] 


ot    thii 


THE  MALE  HORMONE'' 

Originally  $3.50 

WITH  PURCHASE  OF  50  LINGUETS 


Regularly  $7.50 


BOTH 
NOW  ONLY 


iPlut  ISc 
Sal«(  Tax 


NERVOUS?       TIRED?       DEPRESSED? 

Now  Try  DoubU  EfF»ctiv* 

MALE  HORMONES 

Don't  put  off  n«w  life  -  renewed  energy  ond  happiness  that  may  be  yours!  A 
30  to  50-day  trial  will  prove  how  much  more  vigorous-alert-alive  you  moy 
feel!  How  much  more  vital  in  your  home  and  business  life!  Try  magic  methyl 
teitosterone,  that  Dr.  Albert  Hemming,  noted  authority,  states  "cari  go  for  toward 
revitalizing  a  man  who  is  going  through  a  male  'change  of  life'."  Methyl  tes- 
tosterone linguets  melt  under  the  tongue  ...  get  into  the  system  directty  .  .  . 
DOUBLE  the  effect  of  tablets  you  swallow! 

FEMALE  HORMONES 
Breast  Development 


nil  UTHATURI 


MONTHS  SUPPLY,  SPECIAL 

25  APPLICATIONS  OF  HORMONES 

Ftli  PARKINO 
RIOISTIRID  PHARMACISTt 


'7.50.«  'j«  •" 

PHONI  MO.  f-17lJ 


IIOPATHIC  PHARMACY,  I>«p4.  2-4, 

I IM'/^  Na.  WalHrn  Av*.,  Hellyweed  27,  Calif 

D  IHCIOSIO  PIMO  M.ll  K>«  M  llM»U«tl  AND  tMI  M«ll  MOIHONI  '  lOO* 
O  »».U   W«   nMAll  MOIMOWi   (»«   !•«<  )    .    «'  '>  •«  ••'»"   MVIlO»<«ltn 
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GOVERNMENT'S  EXHIBIT  No.  24 

(20596) 

(Advertisement  taken  from  the  Los  Angeles  Daily- 
News,  Page  8-B,  July  5,  1949.) 

Over  40? 
Now — Try 

Doubly  Effective 
Male  Hormones 

Find  out  how  much  more  vigorous,  alert,  alive  you 
may  feel — how  much  more  vital  in  your  home  and 
business  life! 

For  a  real  test,  you  need  30  to  50  days.  So  for  a 
short  time,  we  make  this  unprecedented 

Special  Offer! 

50  Linguets,  $5.00 

add  15c  sales  tax 

Lowest  price  ever  for  the  most  effective  way  to  take 
methyl  testosterone,  the  genuine  Male  Hormone! 
They  melt  imder  the  tongue — get  into  the  system 
directly — Double  the  effect  of  tablets  you  swallow! 
Send  cash,  check,  money  order  (or  order  C.O.D.) 
Now!  Other  guaranteed  hormone  products  also 
mailed  first  class,  in  plain  wrapper. 

Female  Hormones 

Month's  Supply— Special— $5.00 

add  15c  sales  tax 

Breast  Development 

25  applications,  $7.50 

add  23c  sales  tax 
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Don't  delay — send  in 
your  order  Now! 

Elopathic  Pharmacy 

Dept.  T-5 

11091/2  N.  Western  Ave. 

near  Santa  Monica  Blvd. 

Los  Angeles  27,  Calif. 

Registered  pharmacist  in  attendance 

Free  Parking!  Free  Literature! 

Admitted  July  6,  1949. 


DEFENDANT'S  EXHIBIT  B 

(20596) 

Report  of  Dangerous  Drug  Committee,  State  Board 
of  Pharmacy,  March  24,  1948 

Report  based  on  information  obtained  through 
four  public  hearings  and  16  responses  to  question- 
naire from  experts. 

1.  Two  hearings  held  on  Estrogenic  substances, 
one  in  Los  Angeles  and  one  in  San  Francisco. 

2.  Two  hearings  held  on  Estrogenic  and  Andro- 
genic Sterols,  one  in  Los  Angeles  and  one  in  San 
Francisco. 

3.  16  questionnaires  returned  from  Medical  ex- 
perts. 

Of  the  16  questionnaires  returned  on  the  question 
of  the  Carcinogenic  properties  of  Estrogenic  sub- 
stances there  were  eleven  Noes  and  5  Yeses. 

On  the  question  of  Dangerous  Properties  and 
question  of  restriction,  there  were  16  Yeses  to  both 
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questions  but  very  little  supporting  evidence  to  show 
why  they  were  dangerous. 

The  public  hearings  were  not  well  attended,  which 
signifies  that  there  is  little  public  interest  in  the 
matter.  Most  of  those  present  were  of  the  opinion 
that  Estrogenic  Substances  should  be  restricted,  but 
no  evidence  was  brought  out  as  to  why  this  should 
be  done  and  no  specific  case  of  injury  to  anyone  was 
cited.  There  were  some  vague  references  to  ''bleed- 
ing" being  produced  in  some  patients. 

On  the  question  of  Androgenic  Substances,  no 
evidence  was  presented  to  indicate  that  they  were 
harmful  and  no  specific  case  of  injury  was  cited. 
The  preponderance  of  evidence  seemed  to  be  that 
they  are  not  harmful  or  dangerous,  except  that  they 
might  "light  up"  an  incipient  cancer  of  the  pros- 
tate. 

Conclusion  of  the  Committee 
In  the  absence  of  any  specific  cases  of  harmful 
effect  attributable  to  the  substances  considered  and 
due  to  lack  of  interest  and  any  demand  on  the  part 
of  the  public,  the  conunittee  feels  that  no  action 
should  be  taken  by  the  Board  at  this  time.  But  that 
we  should  await  the  results  of  the  study  now  being 
undertaken  b}^  the  Federal  Government. 

The  committee  further  recommends  that  it  be 
kept  standing  and  continue  its  study  of  the  problem. 
And  that  it  endeavor  to  obtain  information  relative 
to  the  volume  and  extent  of  use  of  estrogenic  sub- 
stances for  self  medication. 

/s/  A.  J.  AFFLECK, 
Chairman. 

Admitted  July  6,  1949. 
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[Title  of  District  Court  and  Cause.    No.   20642— 
Criminal.] 

STIPULATION  OF  FACTS 

The  parties,  through  their  respective  counsel, 
agree  that  the  only  significant  issue  to  be  decided  is 
whether  the  drugs  involved  were  misbranded  or 
were  not  misbranded;  and  so  as  to  conserve  time 
and  to  avoid  testimony  with  respect  to  undisputed 
facts,  and  in  order  that  the  real  issue  may  be 
promptly  placed  before  the  Court,  they  do  agree 
specifically  as  follows: 

(1)  Defendant  Allen  H.  Parkinson  is  an  in- 
dividual trading  and  doing  business  under  the  firm 
name  of  Hudson  Products  Company  at  Long  Beach, 
California:  at  all  times  referred  to  in  the  criminal 
information  filed  in  this  case,  said  defendant  Park- 
inson was  trading  and  doing  business  under  said  firm 
name  of  Hudson  Products  Company  at  Long  Beach, 
California. 

(2)  With  respect  to  the  defendant's  alleged  in- 
terstate shipments  and  sales  of  the  drugs  with  their 
accompanying  labeling  as  described  in  the  four 
counts  of  the  criminal  information,  it  is  agreed  that 
said  defendant  caused  such  shipments  and  sales  on 
the  dates  and  in  the  manner  specified  in  each  count. 

(3)  The  composition  of  each  drug  is  as  declared 
on  the  labeling  of  said  drug,  which  labeling  is  here- 
inafter identified  in  this  Stipulation  and  appended 
as  exhibits.  ^ 
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(4)  Said  defendant  did  not  require  or  receive  a 
physician's  prescription  in  the  shipment  or  sale  of 
any  of  the  drugs  involved  in  Counts  1-4,  inclusive. 

(5)  Appended  to  this  original  Stipulation  and 
incorporated  herein  are  Government's  Exhibits  1, 
1(a),  et  cetera,  through  4(b),  inclusive.  Said  exhib- 
its have  been  so  numbered  subject  to  the  Court's 
approval.  Each  exhibit  has  been  given  a  number  to 
be  readily  identified  with  the  count  to  which  it  is 
relevant.  In  instances  where  there  are  more  than  one 
item,  the  succeeding  items  have  been  marked  Exhibit 
1(a),  4(b),  et  cetera. 

Government's  Exhibit  1  bears  the  labeling  re- 
ferred to  in  Count  1;  Government's  Exhibit  2  bears 
the  labeling  referred  to  in  Count  2,  and  to  like  effect 
with  respect  to  Government's  Exhibits  3  and  4,  as 
specifically  identified  in  each  of  the  attached  exhib- 
its. Each  item  comprising  this  labeling  is  as  identi- 
fied in  each  exhibit.  Each  such  item  appears  exactly 
as  it  was  when  received  by  the  consignee  designated 
in  each  exhibit,  with  the  sole  exception  that  the  Food 
and  Drug  inspectors  who  collected  these  items  wrote 
official  sample  numbers,  dates  of  collection,  and  their 
initials  upon  each  item. 

The  original  exhibits  (in  some  instances,  photo- 
stats thereof)  referred  to  in  each  of  the  counts  are 
attached  to  the  original  of  this  stipulation.  The 
copies  of  this  stipulation  contain  photostats  thereof ; 
with  respect  to  the  leaflets  comprising  some  of  the 
exhibits,  the  copies  reflect  but  a  portion  of  such 
leaflets.    The  parties  are  familiar  with  said  leaflets 
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and  are  content  to  identify  them  in  this  manner  in 
the  copies  of  this  stipulation  without  requiring  them 
to  be  fully  photostated.  These  leaflets  are  respec- 
tively entitled  "The  Male  Hormone"  and  ''The 
Story  of  Hormones. ' ' 

(6)  Each  of  the  drugs  involved  in  this  case  was 
manufactured  by  an  out-of-state  manufacturer ;  dur- 
ing the  interstate  and  intrastate  journeys  of  said 
drugs  from  the  manufacturers  to  the  defendant,  the 
labeling  of  each  such  drug  bore  the  legend:  "Cau- 
tion: To  be  dispensed  only  by  or  on  prescription  of 
a  physician."  Defendant  repackaged  the  drugs  as 
received  from  the  manufacturers  before  making  the 
shipments  and  sales  involved  in  this  case.  In  no 
instance  did  the  defendant  alter  the  composition  of 
any  of  said  drugs.  Neither  the  leaflet  entitled  "The 
Male  Hormone, ' '  nor  the  leaflet  entitled  ' '  The  Story 
of  Hormones"  accompanied  any  of  said  drugs  in 
their  interstate  or  intrastate  movement  from  the 
manufacturers  to  the  defendant. 

(7)  It  is  expressly  agreed  that  the  Court  may 
consider  the  evidence  produced  in  this  Court  in  the 
case  of  United  States  v.  El-0-Pathic  Pharmacy, 
Inc.,  et  al.,  No.  20,596 — Criminal,  to  be  a  part  of  the 
record  in  the  instant  case,  insofar  as  such  evidence 
is  pertinent  here,  the  same  as  if  such  evidence  had 
been  given  in  the  trial  of  the  instant  case,  subject 
to  the  same  objections  as  were  originally  raised  in 
the  presentation  of  such  evidence.  It  is  further  ex- 
pressly agreed  that  both  parties  reserve  the  right  to 
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offer  any  additional  evidence  that  is  relevant,  com- 
petent, and  material. 

Dated:     July  Tth,  1949. 

JAMES  M.  CARTER, 

United  States  Attorney. 

NORMAN  W.  NEUKOM, 

Assistant  United  States 
Attorney,  Chief,  Criminal 
Division. 

/s/  GEORGE  E.  DANIELSON, 
Assistant  United  States  Attorney,  Attorneys  for 
United  States  of  America. 

/s/  EUGENE  M.  ELSON, 

Attorney  for  Defendant. 

Count  One 

Government's  Exhibit  1.  Label  on  carton  of  drug 
as  received  by  Roy  H,  Downing  of  Altoona,  Penn- 
sylvania. 

GOVERNMENT'S  EXHIBIT  No.  1 
(20642) 

Male  Sex  Hormones 
(30)  10  Mg.  Methyl-Testosterone  Tablets 

Dosage :  1  Tablet  Daily 

Important — In  case  of  pronounced  male  sex  hor- 
mone deficiency  take  3  tablets  daily  for  10  days. 
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After  the  10  day  period  take  1  tablet  daily. 

Caution :  Take  Only  as  Directed. 

Hudson  Products  Co. 
341  Harding  Street,  Long  Beach  5,  Calif. 

[Stamped]  :     6-134  K  Jul.  16,  1948. 
[Initialed] :  D.F.F. 

Government's  Exhibit  1(a).  Leaflet  ''The  Male 
Hormone"  that  accompanied  drug,  as  received  by 
Roy  H.  Downing  of  Altoona,  Pennsylvania. 

GOVERNMENT'S  EXHIBIT  No.  1(a) 
(20642) 

The  Male  Hormone 

Methyl-Testosterone 

The  True  Male  Sex  Hormone 

* 

This  discovery  of  the  Male  Sex  Hormone  is  one 
of  the  achievements  of  modern  medicine  on  which 
the  public  is  comparatively  uninformed.  Yet  it  is 
truly  a  tremendous  accomplishment. 

Prof.  Ruzicker,  a  Swiss  chemist,  succeeded  in 
making  Testosterone,  "the  most  potent  male  hor- 
mone" by  synthetic  means;  and  for  this  he  received 
The  1939  Nobel  Prize  in  Chemistry. 

"Science  is  unlocking  the  secrets  of  Male  and  Fe- 
male sex  hormones.  Years  of  scientific  effort  and 
research  have  established  that  these  hormones  ac- 
complish many  things  which  up  to  a  few  years  ago 
were  thought  to  be  impossible.  These  discoveries  are 
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far-reaching  and  assisting  millions  of  men  and 
women  to  lead  happier  lives,  and  are  relieving  and 
postponing  the  many  conditions  associated  with  mid- 
dle age." 

The  Sex  Hormones 
All  hormones  play  a  major  part  in  the  sexual 
makeup  of  the  hormonal  system.  The  male  hormone 
stimulates  growth  and  development  of  the  sex  organs 
and  the  male  sex  characteristics,  such  as  distribu- 
tion of  hair,  muscular  development,  depth  of  voice 
and  the  improvement  of  a  sense  of  well-being. 

Male  Hormone  Deficiency 
The  average  man  in  his  late  forties  begins  to  enter 
what  is  called  the  "climacteric"  period  at  which 
time  the  body  undergoes  a  radical  change.  Although 
most  of  these  changes  may  start  during  middle  age, 
they  may  also  show  up  at  almost  any  time  during 
middle  age.  As  a  rule  there  may  be  flushes,  sweats 
and  chills.  Lack  of  sexual  power,  impaired  mem- 
ory, irritability,  inability  to  concentrate  on  activities 
or  a  tendency  to  evade  them,  nervousness,  depres- 
sion, general  weakness  and  poor  physical  strength 
are  some  of  the  major  signs  which  are  associated 
with  this  declining  period. 

Impotence 
Lack  of  sexual  desire  and  inability  to  perform  the 
sexual  act  is  one  of  the  most  common  complaints  of 
the  male  "climacteric."  When  due  to  deficiency  of 
the  male  sex  hormone,  these  conditions  usually  re- 
spond promptly  to  male  hormone  therapy,  which  as- 
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sist  in  restoring  sexual  desire  and  ability  to  fulfill  it. 
In  addition  to  re-establishing  potency,  the  male  sex 
hormone  heljDs  to  relieve  other  conditions  which  fre- 
quently occur  during  this  period.  [385] 

Results  From  Male  Hormone 
These  social,  sexual,  physical  and  mental  condi- 
tions may  be  overcome  by  the  use  of  the  male  sex 
hormones,  which  often  bring  about  startling  changes. 
At  first,  it  may  be  noticed  there  is  a  marked  im- 
provement in  physical  and  mental  work  and  a  tonic 
action  resulting  in  renewed  vigor.  A  better  atti- 
tude towards  business  and  social  life  is  frequently 
observed.  Nervousness,  exhaustion  and  melancholy 
gradually  disappear  and  in  the  large  majority  of 
instances  the  improvement  persists  over  a  long 
period  of  time. 

Many  excellent  Reports  for  the  Non  Professional 
layman  have  already  appeared  in  the  following  pub- 
lications : 


Readers  Digest  by  Paul  de  Kruif,  July,  1944 — 

August,  1946. 
Newsweek,  March,  1943. 
Time,  May  28,  1945. 
Newsweek,  May  28,  1945. 
Liberty,  February  2,  1946. 
Paul  de  Kruif 's  sensational  book,  ''The  Male 

Hormone. ' ' 
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* 
Just  One  Tablet  a  Day 

15  Day  Supply $  6.00 

30  Day  Supply 10.00 

90  Day  Supply 24.00 

Mailed  in  Plain  Package 

Send  Check  or  Money  Order 

C.O.D.'s  Accepted— Plus  Postage 

All  Orders  Sent  Airmail 

Same  Day  Received  [386] 
* 

The  Female  Hormone 
(A  Estradiol) 
The  use  of  Female  sex  hormones  usually  brings 
prompt  relief  from  such  symptoms  as  hot  flashes, 
emotional  disturbances  and  other  manifestations 
associated  with  the  menopause.  A  steady  readjust- 
ment may  be  obtained  from  the  use  of  natural  hor- 
mones, which  help  to  overcome  most  menopausal 
conditions  in  women  approaching  or  passing  through 
this  period. 

Just  One  Tablet  a  Day 

30  Day  Supply 5.00 

90  Day  Supply 12.00 

Mailed  in  Plain  Package 

Send  Check  or  Money  Order 

C.O.D.'s  Accepted — Plus  Postage 

All  Orders  Sent  Airmail 

Same  Day  Received 

Relatively  Safe 
The  Male  and  Female  sex  hormones  as  a  rule  are 
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relatively  safe  to  use ;  however,  they  should  be  used 
cautiously  by  some  individuals.  The  Female  sex 
hormone  should  not  be  used  by  women  with  cancer 
or  pre-cancerous  lesions  of  the  breast  or  genital  or- 
gans and  should  be  used  wdth  care  by  women  with  a 
family  history  of  frequent  incidence  of  breast  or 
genital  cancer.  The  Male  sex  hormone  should  be 
carefully  used  by  elderly  men  with  cardivascular 
disturbances  and  should  not  be  used  if  there  is  any 
indication  of  cancer  of  the  prostate. 

Caution:    Take  only  as  directed. 

Hudson  Products  Co. 

341  Harding  St. 

Long  Beach  5,  Calif.  [387] 

[Stamped] :     6-134  K  July  16,  1948. 
/s/  D.  F.  F. 

[Initialed] :     R.  H.  D.  7/16/48 

Count  Three 

(Continued) 
(20642) 

GOVERNMENT'S  EXHIBIT  3(b) 
Leaflet  "The  Story  of  Hormones"  that  accompa- 
nied drug,  as  received  by  Armond  W.  Welch  of 
Seattle,  Washington. 

37-357/58  K 
6-21-48  AMW 

THE  STORY  OF  HORMONES 
Hudson  Products  Company,  Long  Beach,  Calif. 
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How  It  All  Began  .  .  . 
Far-reaching  discoveries  about  male  and  female 
sex  hormones  are  among  the  important  achievements 
of  modern  medicine  on  which  the  general  public  is 
comparatively  uninformed.  Yet  recent  scientific 
research  has  established  beyond  doubt  that  treatment 
with  hormones  can  bring  about  human  benefits  be- 
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lieved  impossible  until  a  few  years  ago. 

As  a  result  of  incessant  experiments  with  first  the 
male  and  then  the  female  hormones,  science  today 
assists  millions  of  men  and  women  to  lead  happier 
lives.  Many  conditions  formerly  thought  to  be  in- 
evitable with  middle  age  can  now  be  relieved. 

For  years  certain  scientists  experimented  with  ex- 
tracts and  compounds  of  the  sex  homiones  without 
satisfying  results.  Then,  in  1935,  came  the  first  real 
step  toward  today's  tremendous  accomplishments 
with  hormones — the  isolation  of  a  crystalline  potent 
androgen  from  a  bull's  testes  by  a  man  named 
Laquer  and  his  associates  in  Amsterdam.  Laquer 
called  the  new  substance  '' Testosterone."  Today 
methyl  testosterone  is  recognized  as  the  most  potent 
form  of  the  male  hormone. 

Following  Laquer 's  discovery  a  Swiss  chemist, 
Prof.  Ruzicker,  succeeded  in  making  testosterone 
by  synthetic  means.  Ruzicker 's  w^ork  confirmed  the 
structure  of  natural  testosterone  and  won  him  the 
1939  Nobel  Prize  in  Chemistry.  Androgenic  (male 
hormone)  therapy  w^as  thus  removed  from  the  realm 
of  speculation  and  the  unbiased  scientific  study  of 
the  physiologic  and  therapeutic  activity  of  the  sex 
hormone  began  in  earnest. 

How  Hormones  Affect  Physical  Development 
and  Processes 

From  puberty  to  late  middle  life,  and  sometimes 
even  in  old  age,  the  testes  (stimulated  by  the  anterior 
pituitary  gland)  produce  appreciable  amounts  of  the 
male  sex  hormone.  Absorbed  into  the  blood  stream, 
which  cariies  it  to  all  parts  of  the  body,  the  male 
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sex  hormone  has  a  variety  of  functions.    For  con- 
venience they  may  be  divided  into  four  groups : 

1.  Influence  on  male  reproductive  organs 

2.  Influence  on  secondary  sex  characteristics 

3.  Influence  on  other  endocrine  glands 

4.  Influence  on  other  organs,  tissues  and  meta- 
bolic processes  [400] 

How  Hormones  Affect  Male  Reproductive  Organs 

The  primary  function  of  the  male  sex  hormone  is 
to  regulate  development  and  growth  of  the  male 
reproductive  organs.  Even  before  a  child  is  born, 
male  sex  hoimone  production  is  stimulated  by  the 
anterior  pituitary  gland  of  the  mother-to-be,  thus 
exerting  its  effect  on  the  fetus. 

Proper  growth  during  puberty  of  the  penis,  scro- 
tum, prostate,  seminal  vesicles,  and  Cowper's  gland 
depends  upon  the  presence  of  the  androgenic  (male) 
hoi-mone.  It  may  also  be  responsible  for  early 
descent  of  the  testes.  The  male  reproductive  organs 
cannot  function  properly  even  after  full  develop- 
ment without  an  adequate  supply  of  the  male  sex 
hormone.  Sexual  desire  and  potency  are  entirely 
dependent  upon  the  amount  and  activity  of  the 
'  hormone. 

How  Hormones  Affect  Secondary 
Sex  Characteristics 
I      An  increase  of  the  androgenic  hormone  during 
I  puberty   promotes   development   of   secondary   sex 
!  characteristics.     Accordingly,   in   men,    facial    and 
I 
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pubic  hair  appears.  The  masculine  type  of  skele- 
ton and  muscles  develop.  Fat  deposits  are  distrib- 
uted in  such  a  way  as  to  form  the  masculine  type 
figure.  The  voice  deepens,  and  the  masculine  be- 
havior pattern  of  aggressiveness,  vigor,  and  self 
confidence  also  becomes  evident.  It  is  interesting  to 
]iote  that  marked  muscular  development  has  been 
promoted  in  animals  and  in  men  by  the  therapeutic 
administration  of  the  male  sex  hormone. 

Concerning  Male  Disorders 
The  Male  Climacteric  or  "Change  of  Life" 

The  climacteric  in  women  is  clearly  defined  be- 
cause of  cessation  of  menstruation.  Since  men  do 
not  menstruate,  it  was  assumed  for  a  long  time  that 
they  did  not  have  a  climacteric.  The  male  climac- 
teric develops  gradually,  progresses  slowly,  and  may 
occur  relatively  early  or  late  in  life.  Thus  it  often 
represents  a  complex  and  confusing  diagnostic 
problem. 

During  this  transitional  period  of  involutional 
gonadal  changes,  some  men  are  subject  to  a  variety 
of  distressing  and  discouraging  complaints  which 
may  seriously  interfere  with  their  capacity  for  work 
or  enjoyment  of  leisure.  Symptoms  which  are 
troublesome  in  one  patient  may  be  entirely  absent 
in  another,  and  concommitant  complaints  of  non- 
hormonal  origin  may  add  to  the  diagnostic  difficul- 
ties of  a  particular  case. 

Although  manifestations  of  the  male  climacteric 
are  most  frequent  in  patients  in  their  forties  and, 
fifties,  (the  average  age  in  women  is  40.8)  the  pos- 
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sibility  of  hormonal  imbalance  must  not  be  over- 
looked in  younger  men.  Cases  in  the  fourth  and 
seventh  decades  of  life  are  by  no  means  uncommon. 
For  men  from  50  to  65  who  complain  of  vague  and 
often  apparently  unrelated  symptoms  (and  who 
under  careful  study  reveal  signs  of  the  climacteric) 
use  of  methyl  testosterone  has  been  urged.  [401] 

Symptoms  of  the  Male  Climacteric 
The  discomfort  men  suffer  during  the  climacteric 
results  principally  from  subjective  rather  than  ob- 
jective symptoms.    These  symptoms  are  classified  as 
(1)  nervous,  (2)  circulatory,  and  (3)  general. 

NeiTous  Symptoms 
Practically  all  patients  who  can  be  considered  to 
be  suffering  from  this  condition  have  a  feeling  of 
nervous  tension  or  "intense  subjective  nervousness. 
There  is  "inward  tremulousness "  which  is  aggra- 
vated by  fatigue  or  excitement.  Many  are  nervous 
and  irritable  to  the  extent  that  they  are  exception- 
ally hard  to  get  along  with.  Ordinary  small  mis- 
haps, arguments  and  annoyances  which  are  normally 
of  little  importance  occasion  considerable  nervous 
and  mental  disturbance.  Many  patients  complain 
that  they  wake  up  at  night  and  find  their  hands  and 
arms,  or  feet  and  legs,  numb.  There  may  also  be 
itching,  prickling,  or  tingling  of  the  skin.  Head- 
aches of  the  non-migrainous  type  often  occur.  The 
two  types  of  headache  which  are  most  important 
from  a  diagnostic  point  of  view  are  (1)  those  in 
which  there  is  a  feeling  of  great  weight  upon  the 
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head  or  a  feeling  of  pressure;  and  (2)  those  in 
which  the  pain  may  radiate  to  the  neck  over  the 
back  of  the  shoulders  and  down  the  spine.  The 
latter  type  headache  may  last  from  a  few  hours  to 
several  days,  often  causing  the  patient  to  complain 
of  a  mental  haziness  for  days. 

A  decrease  in  the  ability  to  concentrate  and  faulty 
memory  is  frequently  complained  of,  and  depres- 
sion or  melancholia  are  often  encountered.  Intel- 
lectual changes  in  male  climacteric  patients  have 
been  described  as  "lack  of  interest  in  social  and 
business  life,  lack  of  mental  concentration  and  en- 
ergy ...  a  feeling  of  inadequacy  or  impotency. 
Occasionally  the  individual  conceives  himself  to  be 
useless,  hopeless  and  burdensome." 

Circulatory  Symptoms 

Hot  flashes  occurred  in  about  a  third  of  recent 
case  studies.  They  are  usually  of  short  duration  but 
are  very  uncomfortable  and  patients  sometimes  com- 
pare them  to  feelings  of  smothering.  They  may  be 
accompanied  by  sweating  and  chilly,  creepy  sensa- 
tions. 

General  Symptoms 

This  group  of  symptoms  includes  tiring  easily, 
decrease  in  potency  and  libido,  constipation  and  the 
tendency  to  gain  excessive  weight. 

Vague  digestive  complaints  and  precordial,  angina 
pectoris-like  pains  may  also  be  outstanding  symp- 
toms. Urinary  sjmiptoms,  such  as  frequency,  noc- 
turia, dribbling  and  inability  to  start  urinary  stream 
are  invariably  associated  with  changes  in  the  pros- 
tate and  seminal  vesicles. 
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Treatment  for  Male  Climacteric 
The  gratifying  effectiveness  of  replacement  ther- 
apy with  male  hormones  in  the  male  climacteric  has 
been  confirmed  by  a  large  number  of  observers. 
Adequate  hormone  therapy  produces  in  many  cases 
^'genuinely  desirable  results."  Patients  who  have 
feared  they  might  be  mental  cases  because  of  depres- 
sion and  nervous  instability  gradually  regain  confi- 
dence in  their  mental  reactions  and  decisions. 
Patients  usually  report  that  they  regain  their  grip 
on  life  shortly  after  the  start  of  treatment,  and  their 
capacity  for  mental  and  physical  work  is  often 
notably  increased.  [402] 

Impotence 

As  has  already  been  mentioned,  decreased  sexual 
desire  or  complete  impotence  may  accompany  the 
male  climacteric,  though  it  may  occur  also  at  other 
times.  Indeed,  adequate  sexual  competence  depends 
upon  the  integrated  co-operation  of  several  factors. 
Anatomic,  hormonal,  neurologic,  psychologic,  and 
emotional  components  are  involved  in  the  attainment 
of  full  potency.  Impotence  may  be  caused  by  a  dis- 
turbance of  one  or  several  of  these  factors. 

When  impotence  is  caused  by  male  sex  hormone 
deficiency,  replacement  therapy  with  methyl  testos- 
terone is  indicated.  In  most  cases  this  will  restore 
sexual  desire,  potency  and  genital  tract  tone  with 
adequate  sexual  competence.  At  the  same  time  there 
is  often  an  improvement  in  physical  and  mental 
mal -conditions.     Methyl    testosterone    is    especially 
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beneficial  in  young  and  middle  aged  men  with  di- 
minished potency,  who  were  formerly  normal. 

The  Female  Hormone 
Women,  too,  can  find  extraordinary  benefits  in  the 
therapeutic  administration  of  the  sex  hormone. 
Prompt  relief  is  obtainable  from  such  unpleasant 
menopause  disturbances  as  hot  flashes,  emotional 
upsets  and  other  "change  of  life"  manifestations. 
A  steady  readjustment  may  occur  through  the  use 
of  the  natural  hormone,  whi-ch  heljDS  overcome  most 
menopausal  conditions  in  women  approaching  or 
passing  through  this  period. 

Hormonal  Treatment  for  Breast  Development 
Small  or  undeveloped  breasts  are  frequently  a 
cause  of  worry  to  some  women.  In  the  form  of  a 
specially  prepared  and  medically  approved  ointment, 
the  female  sex  hormone  used  for  therapy  produces  a 
direct  action  on  the  mammary  gland.  Applied  di- 
rectly to  the  breast,  this  hormonal  ointment  stimu- 
lates growth  considerably,  yet  helps  retain  the 
pointed  shape  of  the  young  breast.  The  desired 
stimulation  results  from  a  re-vitalized  concentration 
of  the  sex  hormone  in  the  body  tissue.  Marked  re- 
sults are  obtainable  after  60  to  90  days  use. 

25  Day  Supply  of  Ointment 

(125,000  International  Units) $12.95 

21/2  Month  Supply  of  Ointment 

(375,000  International  Units) $33.95 
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Warning 
Although  both  male  and  female  sex  hormones  are 
relatively  safe  to  use  as  a  rule,  scientific  tests  prove 
that  they  should  not  be  used  by  anyone  suffering 
from  cancer.  Neither  should  they  be  used  by  per- 
sons suffering  from  serious  heart  trouble.  Also, 
hormone  therapy  should  be  used  with  caution  by 
senile  men  in  whom  excessive  stimulation  of  waning 
sex  power  may  be  physiologically  undesirable.  [403] 


New  Low  Prices 

The  Male  Hormone 

30  day  supply 10.00 

90  day  supply 30.00 

The  Female  Hormone 

30  day  supply $  5.00 

90  day  supply 15.00 

Mailed  in  plain  package  Air  Mail  same  day  order 
received.  Send  cash,  check  or  money  order. 

C.O.D.  you  pay  postage 

• 

Hudson  Products  Co. 

341  Harding  St. 
Long  Beach  5,  Calif.  [404] 
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COUNT  FOUE 
Government's  Exhibit  4.  Label  on  carton  of  drug 
as  received  b}^  Armond  W.  Wekh  of  Seattle,  Wash- 
ington. 

(20642) 
Female  Hormones 
(30)  0.1  Mg.  Cryst.  a-Estradiol 
Important :  In  case  of  pronounced  female  sex  hor- 
mone deficiency  take  3  tablets  daily  before  meals 
for  10  days.   After  the  10-day  period  take  1  tablet 
daily  or  as  directed  by  your  physicians. 

Warning:  The  female  hormone  should  not  be 
used  by  women  with  cancer  or  pre-cancerous  lesions 
of  the  breast  or  genital  organs. 

Not  for  use  by  children.  Caution — take  only  as 
directed. 

Hudson  Products  Co. 

341  Harding  St.,  Long  Beach  5,  Calif. 

37-358  K  8-6-48  A.  M.  W. 

[In  Longhand] :  Opened  8/20/48  J.P.O. 
Received  8/13/48 

[Endorsed] :  Filed  July  7,  1949. 


[Title  of  District  Court  and  Cause  No.  10391-HW] 

CERTIFICATE  OF  CLERK 
I,  Edmund  L.  Smith,  Clerk  of  the  United  States 
District  Court  for  the  Southern  District  of  Cali- 
fornia, do  hereby  certify  that  the  foregoing  pages 
numbered  from  1  to  420,  inclusive,  contain  the  orig- 
inal Complaint  for  Injvmction;  Separate  Affidavits 
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of  Clinton  Hobart  Thienes,  Elmer  Belt,  and  Ian 
Macdonald ;  Order  Granting  Temporary  Restraining 
Order;  Affidavit  of  Robert  S.  Roe;  Order  to  Show 
Cause;  Stipulation,  Consent  and  Order  filed  Sept. 
7,  1949;  Amendment  to  Complaint  for  Injunction; 
Stipulation,  Consent  and  Order  filed  Oct.  3,  1949; 
Answer  of  Defendant  Martin  A.  Clemens  et  al; 
Affidavit  of  Eugene  M.  Elson;  Affidavit  of  Martin 
A.  Clemens;  Supplemental  Affidavit  of  Martin  A. 
Clemens  filed  Oct.  24,  1949;  Supplemental  Affidavit 
of  Martin  A.  Clemens  filed  Nov.  1,  1949;  Affidavit 
of  Lewis  A.  Schinazi;  Stipulation  and  Order  Per- 
mitting Filing  of  Amendment  to  Answer;  Amend- 
ment to  the  Answer;  Stipulation  and  Order  filed 
Jan.  17,  1950;  Affidavit  of  Walter  F.  McRae;  Affi- 
davit of  Albert  H.  Wells;  Supplemental  Affidavit 
of  Robert  S.  Roe ;  Findings  of  Fact  and  Conclusions 
of  Law  on  Prayer  for  Preliminary  Injunction; 
Stipulation  as  to  Record;  Findings  of  Fact  and 
Conclusions  of  Law ;  and  Judgment  in  the  case  num- 
bered 10266-HW-Civil ;  Complaint  for  Injunction; 
Order  to  Show  Cause;  Affidavit  of  Robert  S.  Roe; 
Stipulation  Regarding  Medical  Affidavits;  Stipula- 
tion and  Order  for  Continuance  filed  Oct.  21,  1949; 
Answer  of  Hudson  Products  Company  et  al;  Affi- 
davit of  Allen  H.  Parkinson ;  Stipulation  and  Order 
Permitting  Filing  of  Amendment  to  Answer; 
Amendment  to  the  Answer;  Stipulation  and  Order 
filed  Nov.  10,  1949;  Findings  of  Fact  and  Conclu- 
sions of  Law  on  Prayer  for  Preliminary  Injunction ; 
Stipulation  as  to  Record  filed  Jan.  31,  1950;  Stipu- 
lation as  to  Record  filed  April  14,  1950;  Findings 
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of  Fact  and  Conclusions  of  Law;  and  Judgment  in 
the  case  numbered  10391-HW-Civil ;  Information 
and  Stipulation  of  Facts  in  case  No.  20596-Criminal 
entitled  United  States  of  America,  plaintiff,  vs. 
El-0-Patliic  Pharmacy,  Inc.,  et  al,  Defendants;  In- 
formation and  Stipulation  of  Facts  in  case  No. 
20642-Criminal  entitled  United  States  of  America, 
plaintiff,  vs.  Allen  H.  Parkinson  etc.,  Defendant; 
Notice  of  Appeal;  Statement  of  Points  on  Appeal 
and  Designation  of  Record  in  Appeal  in  cases  Nos. 
10266-HW  and  10391-HW;  and  full,  true  and  cor- 
rect copies  of  minute  orders  entered  January  31, 
1950  and  February  3,  1950  in  cases  Nos.  10266-HW 
and  10391-HW;  which,  together  with  copy  of  re- 
porter's transcript  of  proceedings  on  March  22, 
1950  in  cases  Nos.  10266  and  10391-HW;  copy  of 
reporter's  transcript  of  proceedings  on  June  22,  23, 
24,  July  5,  6,  7,  8  and  13,  1949  in  case  number 
20596-Criminal  and  original  plaintiff's  exhibits  Nos. 
1  to  25,  inclusive,  and  original  defendant's  exhibits 
A  to  L,  inclusive,  and  original  Parkinson  exhibit 
A  in  case  No.  20596-Criminal,  transmitted  herewith, 
constitute  the  transcript  of  record  on  the  appeals  in 
cases  numbered  10266  and  10391-HW  to  the  United 
States  Court  of  Appeals  for  the  Ninth  Circuit. 

Witness  my  hand  and  the  seal  of  said  District 
Court  this  25  day  of  August,  A.D.  1950. 

EDMUND  L.  SMITH, 
Clerk. 

[Seal]  By  /s/  THEODORE  HOCKE, 
Chief  Deputy. 
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[Endorsed] :  No.  12665.  United  States  Court  of 
Appeals  for  the  Ninth  Circuit.  United  States  of 
America,  Appellant,  vs.  El-0-Pathic  Pharmacy, 
Martin  A.  Clemens,  Hudson  Products  Company, 
May^^^ood  Pharmacal  Company  and  Allen  H.  Par- 
kinson, Appellees.  Transcript  of  Record.  Appeal 
from  the  United  States  District  Court  for  the 
Southern  District  of  California,  Central  Division. 

Filed:  August  26,  1950. 

/s/  PAUL  P.  O'BRIEN, 

Clerk  of  the  United  States  Court  of  Appeals  for  the 
Ninth  Circuit. 
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United  States  Court  of  Appeals 
for  the  Ninth  Circuit 

No.  12665 

UNITED  STATES  OF  AMERICA, 

Appellant, 

vs. 

EL-0-PATHIC  PHARMACY,  a  corporation, 
MARTIN  A.  CLEMENS,  an  individual,  and 
VITA  PHARMACALS,  INC.,  a  corporation, 

Appellees. 

UNITED  STATES  OF  AMERICA, 

Appellant, 

vs. 

HUDSON  PRODUCTS  COMPANY,  a  corporation, 
and  its  subsidiary  firm  doing  business  under 
the  fictitious  name  and  style,  MAYWOOD 
PHARMACAL  COMPANY,  and  ALLEN  H. 
PARKINSON,  an  individual. 

Appellees. 

STATEMENT  OF  POINTS  ON  WHICH  AP- 
PELLANT INTENDS  TO  RELY  ON  THE 
APPEAL 

Appellant  hereby  states  the  points  upon  which 
it  intends  to  rely  on  appeal: 

(1)  The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  bears  adequate  direc- 
tions for  use,  within  the  meaning  of  21  U.S.C.352 

(f)(1). 
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(2)  The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  bears  adequate  warn- 
ings, within  the  meaning  of  21  U.S.C.  352(f)(2), 
against  use  in  those  pathological  conditions  where 
their  use  may  be  dangerous  to  health. 

(3)  The  District  Court  erred  in  holding  that 
appellees'  drugs  are  not  dangerous  to  health,  within 
the  meaning  of  21  U.S.C.  352 (j),  when  used  in  the 
dosage,  or  with  the  frequency  or  duration  pre- 
scribed, recommended,  or  suggested  in  the  labeling. 

(4)  The  District  Court  erred  in  holding  that  the 
labeling  of  appellees'  drugs  [the  5-milligram  methyl 
testosterone  linguets,  and  the  combination  methyl 
testosterone  and  Vitamin  Bi  linguets]  is  not  false 
or  misleading  within  the  meaning  of  21  U.S.C. 
352(a). 

I  (5)  The  District  Court  erred  in  holding  that 
appellant  failed  to  establish  that  the  daily  intake 
of  5  milligrams  of  methyl  testosterone  in  linguet 
form  is  ineffective  in  the  treatment  of  male  hormone 
deficiency. 

(6)  The  District  Court  erred  in  holding  that 
appellees'  drugs  are  not  misbranded  within  the 
meaning  of  21  U.S.C.  352(a),  (f)(1),  (f)(2), 
and  (j). 

(7)  The  District  Court  erred  in  holding  that 
appellant  failed  to  sustain  its  burden  of  proof. 

I  (8)  The  District  Court  erred  in  refusing  to  issue 
permanent  injunctions   as  prayed  to  restrain  the 
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appellees  from  further  violations  of  the   Federal 
Food,  Brug,  and  Cosmetic  Act. 

Respectfully  submitted, 

ERNEST  A.  TOLIN, 

United  States  Attorney, 

CLYDE  C.  DOWNING, 

Asst.  U.S.  Attorney, 

/s/  GEORGE  E.  DANIELSON, 
Asst.  U.S.  Atty. 
Attorneys  for  United  States  of  America,  Appellant. 

Affidavit  of  Service  by  Mail  attached. 
[Endorsed] :  Filed  August  30,  1950. 
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PRELIMINARY  STATEMENT. 

Appellees  accept  the  statement  of  jurisdiction  in  Appel- 
lant's brief,  without,  however,  admitting  by  inference  or 
otherwise  that  the  trial  court  was  in  error  in  denying-  the 
Government's    application    for    a    preliminary    injunction. 
These  cases  are  not,  as  Appellant  would  have  it,  ''an  off- 
shoot of  previous  criminal  cases  involving  the  same  defen- 
dants," as  stated  on  page  2  of  Appellant's  Brief.     There 
were  criminal  actions  previously  instituted  against  defen- 
dants involving  labeling  wholly  foreign  and  entirely  dif- 
ferent from  any  of  the  labeling  before  this  court.     These 
criminal  cases  resulted  in  a  judgment  of  conviction  and  the 
imposition  of  nominal  fines  because  of  the  labeling  involved 
in  each  case.     As  will  be  pointed  out  later  in  this  brief, 
following  the  judgments  in  those  cases  the  labeling  was 
completely  revised  and  it  is  that  labeling  which  is  the  sub- 
ject of  the  injunction  cases  which  are  before  this  court. 
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It  was  stipulated  in  both  cases  ''in  order  that  this  case 
may  be  disposed  of  as  quickly  as  possible"  [R.  150,  266], 
the  record  in  the  court  below  should  consist  of  the  affidavits 
filed  in  these  injunction  actions  as  well  as  the  informations 
and  transcript  of  testimony,  including  exhibits  in  the  crim- 
inal cases. 

As  will  be  shown,  in  view  of  the  issues  raised  by  the 
pleadings  in  these  cases,  the  court  was  called  upon  to  de- 
termine from  the  record,  included  in  the  stipulations  above 
referred  to,  whether  by  force  of  that  evidence  the  Govern- 
ment had  sustained  its  burden  of  proof  with  respect  to  the 
labeling  involved  herein.  It  is  not  true,  as  Appellant  has 
stated  on  page  34  of  its  brief,  that  the  refusal  of  the 
court  to  grant  a  permanent  injunction  against  the  defen- 
dants "has  nullified  the  convictions  in  the  criminal  cases." 
We  repeat  again — the  convictions  in  the  criminal  cases 
were  based  upon  the  labeling  before  the  court  there  which 
was  wholly  different  than  that  before  the  court  in  this 
case. 

The  labeling  in  the  Parkinson  criminal  case  contained  a 
warning  statement.  No  charge  was  made  in  that  case  that 
it  was  insufficient.  The  labeling  in  the  El-0-Pathic  case 
did  not  involve  a  warning  statement  and  the  court  decided 
that  that  fact  misbranded  the  drug. 

It  was  not  contended  in  either  of  those  cases  (as  it  is 
now)  that  under  a  proper  interpretation  of  the  Federal 
Food,  Drug  and  Cosmetic  Act,  the  drugs  here  involved 
may  not  be  sold  except  upon  prescription.  That  point  is 
argued  for  the  first  time  in  these  injunction  cases  and  it 
is  significant  that  if  the  Government  were  sincere  in  their 
theory  as  it  now  comes  to  light,  the  charge  would  have 
been  made  in  the  informations  in  the  criminal  cases,  as  well 
as  in  the  Complaints  in  these  injunction  cases ;  that  the  Act 
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was  violated  in  that  these  drugs  were  sold  without  a  pre- 
scription. This  contention  was  not  made  nor  was  it  pleaded 
for  the  very  obvious  reason  that  there  is  nothing  in  the 
Act  which  provides  that  it  is  violated  if  certain  drugs  are 
sold  without  a  prescription.  As  we  shall  point  out,  the 
only  requirement  so  far  as  pertinent  here  is  that  the  label- 
ing shall  bear  adequate  directions  for  use  and  shall  bear 
adequate  warnings.  If  this  requirement  is  complied  with, 
the  authority  is  not  given  the  Government  to  contend  as 
they  do  here  that  the  directions  for  use  are  inadequate  and 
the  warning  statements  are  inadequate  because,  in  the 
opinion  of  the  Government,  a  drug  should  only  be  sold  on 
prescription  and  therefore  no  directions  for  use  or  warn- 
ing statements  can  be  adequate  and  that  whether  or  not 
an  individual  has  sought  to  exempt  himself  from  the  re- 
quirement that  he  state  adequate  directions  for  use  and 
gave  adequate  warnings  he  must  nevertheless  come  within 
the  exempted  class  if  in  the  opinion  of  the  Food  and 
Drug  Administration  he  should  be  exempt. 

We  have  prepared  as  an  appendix  to  this  brief  a  resume 
of  the  pleadings  and  the  evidence  which  was  before  the 
trial  court,  in  these  injunction  cases  so  far  as  it  is  perti- 
nent to  the  questions  which  this  court  is  called  upon  to 
determine.  We  have  stated  it  in  narrative  form  as  we  be- 
lieve it  much  easier  reading  set  out  in  that  fashion  than 
simply  to  refer  the  court  to  the  record  in  which  the  evi- 
dence appears  in  question  and  answer  form.  Also  in  the 
Appendix  will  be  found  the  legislative  history  of  the 
provisions  of  the  Act  here  in  question  and  the  so-called 
"Durham-Humphrey  Bill"  pending  in  Congress,  which  bill 
seeks  to  give  the  Food  and  Drug  Administration  the  au- 
thority they  contend  in  this  case  the  Act  already  gives 
them. 


II. 

STATEMENT  OF  THE  CASE. 

A.     THE  PLEADINGS. 

1.      The  Pleadings  in  Case  No.  10266-HW  (the  El- 
O-Pathic  or  Clemens  Case). 

The  complaint  alleges  that  the  defendants  distributed 
methyl  testosterone  tablets,  10  milligrams  and  25  milli- 
grams, and  in  linguet  form,  5  and  10  milligrams,  and  vari- 
ous preparations  of  female  hormone  drugs  [App.  1;  R. 
3].  The  labeling  used  is  set  forth  in  full  in  the  Appendix 
[App.  1-2;  R.  4].  It  was  charged  that  the  shipment  in 
interstate  commerce  of  these  drugs  constituted  a  viola- 
tion of  Section  502(f)(1)  of  the  Act  (21  U.  S.  C.  352(f) 
( 1 ) )  in  that  the  labeling  failed  to  bear  adequate  directions 
for  use  in  failing  to  state  all  of  the  diseases  or  conditions 
for  which  the  drug  was  contended;  that  Section  502(f)  (2) 
of  the  Act  (21  U.  S.  C.  352(f)(2))  was  violated  in 
that  the  labeling  failed  to  bear  adequate  warnings  against 
use  in  certain  pathological  conditions  where  its  use  may 
be  dangerous  to  health;  that  Section  502(j)  of  the  Act 
(21  U.  S.  C.  352(j))  was  violated  in  that  the  product 
w^as  dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed,  etc.,  in  the  labeling  [App. 
3;  R.  6];  that  Section  301(a)  of  the  Act  (21  U.  S.  C. 
351(a))  was  violated  because  the  5  milligram  linguets 
were  ineffective  for  the  treatment  of  a  male  hormone  de- 
ficiency [App.  3;  R.  7], 

The  answer  in  substance  denied  all  of  the  material 
allegations  of  the  complaint  and  attached  to  it  as  Exhibit 
"A"  the  labeling  employed  [App.  4;  R.  35]. 
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2.      The  Pleadings  in  Case  No.  10391-HW  (the  Hud- 
son Products  Company  or  Parkinson  Case). 

The  complaint  in  this  case  was  essentially  the  same  as  in 
Action  No.  10266-HW  [App.  4].  However,  no  temporary 
restraining  order  was  applied  for  and  it  was  not  alleged 
that  these  defendants  sold  the  25  milligram  product.  The 
answer  in  this  case  in  substance  denied  the  allegations 
of  the  complaint  [App.  4;  R.  179]. 

B.     THE  FACTS. 

On  page  2  of  Appellant's  brief,  the  so-called  "medical 
facts"  are  stated  which  Appellant  would  have  this  court 
believe  were  the  medical  facts  before  the  court  below. 
Appellant  has  adriotly  omitted,  however,  to  state  any  of 
the  medical  facts  except  those  which  they  apparently  be- 
lieve to  weigh  in  their  favor.  The  court  below,  however, 
had  before  it  all  of  the  testimony  and  decided  that  the 
Government  had  not  sustained  its  burden  of  proof. 

This  testimony  before  the  lower  court  is  set  out  in 
the  Appendix  to  this  brief.  The  trial  court  after  review- 
ing all  of  this  evidence  in  the  light  of  the  issues  framed 
by  the  pleadings,  and  in  the  light  of  the  labeling  involved 
in  these  injunction  actions,  decided  that  the  directions  for 
use  contained  on  this  labeling  were  adequate,  that  the 
warning  statements  were  adequate  and  that  the  plaintiff 
had  failed  to  sustain  the  burden  of  proof  of  showing  that 
they  were  inadequate. 

By  stipulation  in  the  consolidated  injunction  cases  [R. 
150,  266],  the  record  before  the  trial  court  consisted  of 
the  affidavits  referred  to  in  the  Appendix  to  this  brief, 
and  the  testimony  in  the  transcript  of  the  trial  in  the 
criminal  proceedings,  which  testimony  is  set  forth  in  narra- 
tive form  on  pages  8-42,  61  of  the  Appendix. 


Robert  S.  Roe,  Chief  of  the  Los  Angeles  District  of 
the  Food  and  Drug  Administration,  executed  an  affidavit 
in  Case  No.  10266-HW,  attaching  a  letter  from  one  of 
the  manufacturers  of  the  product  involved,  addressed  to 
all  distributors  of  the  product  and  which  was  received 
by  the  defendants  in  that  action  and  concludes  that  these 
defendants  were  warned  thereby  of  the  "dangers"  inci- 
dent to  the  sale  of  the  product  without  prescription  [App, 
5;  R.  20]. 

With  reference  to  Action  No.  10391-HW — the  Hudson 
Products  case — it  w^as  stipulated  that  none  of  the  evi- 
dence in  the  transcript  of  testimony  pertaining  to  the 
alleged  "danger"  of  using  testosterone  was  introduced  as 
against  the  defendants  in  that  action  at  the  criminal  trial 
and  no  charge  was  made  by  the  Government  in  that  action 
that  the  warning  statements  on  the  labeling  involved  in 
that  action — No.  20642,  Criminal — was  inadequate  [App. 
6;  R.  266]. 

The  testimony  of  Dr.  Thienes  appears  in  the  transcript 
of  testimony  [App.  8;  R.  344].  In  substance  that  testi- 
mony was  that  it  is  the  consensus  of  opinion  as  he  under- 
stands it,  and  his  opinion,  that  testosterone  may  accelerate 
the  growth  of  cancer  of  the  prostate  and  may  induce 
sterility,  that  it  is  ineffective  in  the  treatment  of  certain 
symptoms  or  conditions  unless  they  are  caused  by  a  male 
hormone  deficiency,  which  is  a  very  rare  condition,  and  that 
he  believes  that  the  general  practitioner  today  would  con- 
duct detailed  tests  to  determine  whether  that  condition 
existed  before  prescribing  the  product.  To  avoid  unneces- 
sary repetition,  we  refer  the  court  not  only  to  the  testimony 
of  Dr.  Thienes,  but  as  well  to  all  of  the  facts  set  forth  in 
the  Appendix. 
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Dr.  Warren  Nelson  [App.  10;  R.  396],  connected  with 
the  University  of  Iowa,  had  conducted  tests  to  determine 
the  effect  of  testosterone  on  fertihty.  He  stated  that  there 
was  a  possibihty  of  testosterone  decreasing  fertihty  and 
this  conchision  was  drawn  from  experiments  made  by  him 
at  the  University;  also  that  the  method  of  approach  used 
by  those  in  experimental  institutions  was  considerably  dif- 
ferent than  the  approach  employed  by  the  general  practi- 
tioner. 

Dr.  Heckel  [App.  12;  R.  463],  likewise  stated  that 
testosterone  would,  in  his  opinion,  accelerate  the  growth 
of  a  cancer  of  the  prostate,  but  he  stated  that  it  would 
also  cause  sterility  contrary  to  what  Dr.  Nelson  stated; 
that  testosterone  is  of  immeasurable  value  in  the  treatment 
of  flushes,  sweats  and  all  of  the  symptoms  and  conditions 
called  to  his  attention,  provided  that  they  were  caused  by 
a  male  hormone  deficiency  which,  in  his  opinion,  was  very 
rare  and  he  did  not  know  how  to  diagnose  it;  that  the  in- 
cidence of  the  male  climacteric  was  a  very  rare  thing.  He 
went  into  great  detail  concerning  the  elaborate  tests  that 
were  necessary  before  prescribing  testosterone  and  stated 
that  if  after  making  all  of  these  tests  a  general  practition- 
er found  nothing  to  contra-indicate  the  use  of  testosterone 
''he  might  but  he  shouldn't"  suggest  the  product  to  the 
patient  for  a  period  of  time  to  see  whether  he  was  re- 
lieved. 

Dr.  Belt  [App.  15;  R.  514],  is  a  urologist  and  stated 
that  in  his  opinion  methyl  testosterone  will  accelerate  the 
growth  of  a  cancer  of  the  prostate  and  he  gave  instances 
which  he  stated  in  his  opinion  cancer  of  the  prostate  was 
accelerated  in  growth  by  the  drug.  In  many  instances 
it  is  very  valuable  but  elaborate  tests  concerning  which 
he  went  into  great  detail  were  necessary  as  a  prerequisite 


except  in  the  cases  of  young  individuals  known  as  hypo- 
gonads,  or  in  the  case  of  castrates,  but  that  even  after  a 
careful  examination  of  the  patient,  with  no  indication  of 
cancer  of  the  prostate  present,  it  would  still  be  dangerous 
and  conducive  to  the  development  of  such  a  cancer  for 
the  individual  to  take  it.  If  a  person  called  upon  a  gen- 
eral practitioner  and  complained  of  the  various  symptoms 
referred  to  by  him  before  prescribing  testosterone,  he 
would  think  about  the  problem  and  if  he  thought  much 
about  it  he  wouldn't  prescribe  it.  There  would  be  no 
blood  tests  to  determine  the  presence  of  cancer  unless 
he  wished  to  do  the  acid  and  alkaline  phosphatase  test 
and  the  urine  test  would  not  show  anything  unless  he 
wished  to  take  the  17  ketosteroids  test  which  consumed 
a  period  of  about  a  week  to  complete.  The  problem  of 
hormone  deficiency  is  that  of  the  general  practitioner  and 
the  middle  aged  man  who  is  tired  and  worn  out  and  comes 
to  see  the  doctor  for  help  is  his  ''meat."  He  does  not 
think  that  there  is  such  a  thing  as  the  male  climacteric  and 
believes  that  most  careful  observers  are  of  the  same  opin- 
ion, though  it  is  not  universally  shared  by  the  profession. 

Dr.  Charles  Huggins  [App.  18;  R.  540]  is  a  professor 
of  urology  at  the  University  of  Chicago  and  is  a  profes- 
sional investigator.  He  does  not  believe  that  a  male  hor- 
mone deficiency  occurs  except  in  people  who  are  hypogonads 
or  castrates.  He  believes  that  it  will  accelerate  the  growth 
of  cancer  of  the  prostate.  The  ordinary  physician  is  not 
capable  of  conducting  blood  tests  but  a  hospital  is.  There 
is  a  diiference  of  opinion  on  the  subject  in  medical  circles 
whether  there  is  such  a  thing  as  the  male  climacteric  and 
many  articles  are  found  in  the  literature  in  which  the  sub- 
ject is  discussed,  but  he  does  not  agree  with  those  in- 
vestigators.     His   attention   was   called   to   three   articles 


by  different  doctors  appearing  in  various  scientific  jour- 
nals. He  disagreed  with  all  and,  as  to  one,  he  stated  that 
the  statements  of  the  author  were  "absurd." 

As  shown  by  the  facts  in  the  Appendix,  pages  21-27; 
28-30,  inclusive,  Drs.  Belt  and  Meckel  did  not  in  actual 
practice  give  the  tests  nor  do  what  they  said  was  neces- 
sary prior  to  prescribing  testosterone.  The  impeaching 
testimony  of  these  doctors  was  given  by  three  individuals 
whose  testimony  appears  on  pages  21,  27  and  28  of  the 
Appendix.  The  effort  of  these  doctors  to  rebut  that  im- 
peaching testimony  will  be  stated  here  in  order  that  a  full 
appraisal  may  be  given  at  the  same  time  by  the  court. 

Allen  H.  Parkinson  went  to  Dr.  Belt's  office  the  day 
after  Dr.  Belt  testified  as  above  related,  stated  that  he 
had  been  referred  to  that  office  by  a  doctor  in  Salt  Lake, 
that  he  had  been  troubled  with  diminishing  of  the  testes 
and  penis  and  wanted  some  testosterone.  Dr.  Belt  inter- 
viewed him,  and  a  blood  and  urine  sample  was  taken.  He 
was  injected  with  50  milligrams  of  testosterone,  was  asked 
by  Dr.  Belt  how  many  tablets  of  testosterone  he  wished 
and  obtained  a  prescription  for  100  ten  milligram  tablets, 
was  told  that  the  charge  was  $5.00,  which  he  paid  [App. 
21;  R.  866]. 

Dr.  Belt  then  gave  him  a  brief  rectal  examination  and 
that  was  all  of  the  examination  given. 

On  rebuttal  Dr.  Belt  stated  that  if  a  person  comes  to 
him  from  another  doctor  for  some  drugs,  he  always  allows 
the  other  physician  the  benefit  of  whatever  doubt  might 
exist  in  his  mind  and  he  goes  on  with  the  original  treat- 
ment until  he  is  able  to  communicate  with  the  doctor  and 
discuss  the  problem  with  him  [App.  22;  R.  692.  938]. 
He  stated  that  he  examined  Parkinson  on  the  dav  men- 
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tioned  by  the  latter  and  testified  from  notes  as  to  the  exam- 
ination given,  and  that  Parkinson  had  said  that  another 
doctor  had  referred  him  and  he  asked  for  a  prescription 
of  10  milHgrams  of  the  product.  He  said  that  he  made  a 
complete  physical  examination;  examined  his  eyes,  pupils, 
his  pharynx,  his  teeth,  felt  his  thyroid,  examined  his 
thorax,  took  his  blood  pressure,  determined  his  pulse  rate 
and  rhythm,  felt  his  abdomen,  looked  at  his  extremities, 
tapped  his  reflexes.  The  notes  from  which  the  doctor  was 
reading  were  read  into  evidence  and  we  refer  the  court 
thereto  [App.  25 ;  R.  943],  where  it  will  be  noted  no  refer- 
ence was  made  to  any  of  the  tests  which  the  doctor  stated 
he  had  given. 

Hannah  Shinglman  went  to  Dr.  Belt's  office  in  Beverly 
Hills,  which  was  the  Elmer  Belt  Urological  Group,  Dr. 
Norman  LeTourneau  was  one  of  the  members  of  this 
group.  She  asked  to  see  Dr.  Belt,  was  told  that  he  was 
not  there  and  was  referred  to  Dr.  LeTourneau.  She  told 
him  that  her  husband  had  come  from  Chicago  and  that  a 
doctor  in  that  city  had  been  giving  him  testosterone  as 
her  husband  was  going  through  the  male  change.  Her 
husband  was  not  with  her.  Dr.  LeTourneau  gave  her  a 
prescription  for  those  tablets  and  she  left  [App.  27;  R. 
892]. 

On  rebuttal  Dr.  LeTourneau  admitted  giving  the  pre- 
scription to  her  and  that  her  husband  was  not  present 
[App.  28;  R.  947]. 

Hazen  S.  Parkinson  arrived  in  Chicago  June  27,  1949, 
shortly  after  Dr.  Heckel  had  testified  in  this  case.  He 
asked  to  see  Dr.  Heckel,  showed  him  a  bottle  the  label  of 
which  indicated  that  it  had  contained  500  five  milligram 
lineuets  of  testosterone  and  told  him  he  wanted  a  refill. 
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that  he  was  going  on  a  ship  and  would  be  gone  for  a  long 
time  [App.  28;  R.  898].  Nothing  was  said  by  the  doc- 
tor on  the  subject  of  fertility.  He  had  Mr.  Parkinson 
urinate  in  a  glass  and  placed  his  finger  in  Mr.  Parkinson's 
rectum  and  then  wrote  out  the  prescription.  He  told  the 
doctor  that  he  wanted  500  tablets  because  some  of  the 
men  on  the  ship  on  which  he  was  going  would  like  to 
have  some.  He  was  in  the  doctor's  office  five  or  six 
minutes.  At  the  time  of  his  visit  he  was  65  years  old  and 
told  the  doctor  that  he  wanted  enough  testosterone  for 
a  year.  The  prescription  written  by  the  doctor  was  for 
500  five  milligram  linguets. 

In  the  interests  of  saving  time,  counsel  for  the  de- 
fendants stipulated  with  the  Government  that  if  Dr. 
Heckel  were  called  on  rebuttal  he  would  testify  in  accord- 
ance with  the  letter  sent  by  him  to  Government  counsel 
following  Mr.  Parkinson's  visit  to  him,  which  stipulated 
in  part  that  Mr.  Parkinson  came  to  his  office  in  Chicago 
[App.  30;  R.  923]  and  stated  that  he  had  been  referred 
to  by  a  former  patient.  Parkinson  said  that  he  was  72 
years  of  age,  a  sailor  by  occupation  and  gone  from  the 
country  for  long  periods  of  time;  that  his  doctor  in  Salt 
Lake  City  had  been  giving  him  a  prescription  for  methyl 
testosterone  and  that  he  had  been  taking  this  drug  under 
his  doctor's  direction  for  the  past  several  years.  Dr. 
Heckel  then  made  a  physical  examination  of  Parkinson, 
which  included  a  urine  analysis  and  a  rectal  examination 
of  the  prostate  and  found  no  contraindication  to  the  use 
(^f  testosterone. 

Allen  H.  Parkinson  and  Hazen  S.  Parkinson  [App.  31; 
R.  870,  902,  269]  both  testified  that  during  the  course  of 
the  trial  in  the  criminal  action  they  called  upon  general 
practitioners,  asked   for  and   received  a   prescription   for 
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testosterone  linguets.  Allen  H.  Parkinson  called  on  one 
and  Plazen  S.  Parkinson  called  on  fifteen  doctors  located 
in  the  metropolitan  areas  in  Los  Angeles  and  Long  Beach ; 
that  they  were  not  refused  the  requested  prescriptions 
from  any  doctor  upon  whom  they  called  and  that  none 
of  the  doctors  so  much  as  laid  a  hand  upon  either  prior 
to  writing  out  the  prescription. 

Dr.  William  A.  Swim  [App.  34;  R.  835]  a  defense 
witness,  has  been  practicing  in  Los  Angeles  for  thirty 
years,  specializing  in  internal  medicine  and  was  formerly 
a  member  of  the  Board  of  Medical  Examiners  of  Cali- 
fornia; he  has  found  many  males  in  middle  life  who 
sufifer  from  symptoms  which  he  described  and  which  he 
associates  with  the  male  climacteric;  in  connection  there- 
with he  prescribes  testosterone  to  see  whether  the  symp- 
toms are  relieved.  He  has  never  encountered  any  ad- 
verse results  from  the  use  of  the  product.  He  does  not 
conduct  the  elaborate  tests  referred  to  by  the  Government 
witnesses  prior  to  prescribing  the  product  and  knows  of 
no  other  doctor  who  does  so.  He  prescribes  it  about  once 
a  week  and  he  knows  of  no  instance  in  which  a  biopsy 
of  the  testes  is  conducted  to  determine  the  efifect  of  testos- 
terone, except  possibly  in  experimental  institutions. 

Dr.  George  E.  Fakehany  [App.  Zl \  R.  740],  a  defense 
witness,  graduated  with  the  degree  of  M.  D.  cimi  laude. 
He  is  medical  consultant  for  Technicolor  Motion  Picture 
Corporation,  Samuel  Goldwyn  Studios  and  Radio  Cor- 
poration of  America.  He  does  not  conduct  the  elaborate 
tests  mentioned  by  the  Government  witnesses  prior  to 
prescribing  testosterone  and  has  had  no  adverse  results 
from  the  use  of  the  product.  The  literature  as  to  whether 
testosterone  will  accelerate  the  growth  of  such  a  cancer 
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is  in  confusion  and  the  views  of  the  investigators  are  not 
uniform.  When  a  man  calls  upon  him  and  complains  of 
the  symptoms  referred  to  by  all  of  the  witnesses,  he  pre- 
scribes testosterone  for  a  period  of  time  to  see  whether 
he  is  relieved.  He  knows  of  no  doctors  in  this  locality 
who  give  the  tests  mentioned  by  the  Government  witnesses. 

Dr.  Paul  E.  Travis  [App.  39;  R.  788],  a  defense  wit- 
ness, graduated  from  the  University  of  Southern  Cali- 
fornia, Phi  Beta  Kappa.  Was  in  the  service  for  two 
years  in  the  Veterans  Hospital,  Arizona,  and  used  testos- 
terone at  that  hospital  for  men  who  complained  of  the 
symptoms  subject  of  all  of  the  witnesses.  He  does  not, 
and  knows  of  no  other  doctors  in  general  practice  who 
conduct  the  elaborate  tests  testified  to  by  the  Government 
witnesses  and  he  has  never  encountered  any  adverse  re- 
sults in  the  use  of  the  product.  He  has  read  the  literature 
on  the  subject  and  as  to  the  effect  of  testosterone  in  its 
relationship  to  cancer  of  the  prostate  are  confusing  and 
the  articles  are  pro  and  con  on  the  subject. 

An  affidavit  was  filed  [App.  42;  R.  55]  by  the  defen- 
dant, Martin  A.  Clemens,  and  his  affidavit  is  part  of  the 
record  under  the  stipulation  referred  to,  in  which  he 
stated  the  vast  number  of  tablets  of  testosterone  sold  by 
him.  He  also  set  forth  the  reasons  for  revising  the  label 
following  the  judgment  in  the  criminal  action  so  as  to 
conform  to  the  evidence  of  the  Government  witnesses  and 
thus  meet  any  objections  made  by  the  Government  to  the 
labeling  of  such  a  product.  He  quoted  from  standard 
medical  works,  including  the  United  States  Pharma- 
copoeia, showing  that  the  dosage  for  testosterone  recom- 
mended by  those  publications  was  5  milligrams,  this  to 
refute  the  Government's  contention  that  5  milligrams  had 
no  therapeutic  value. 
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Allen  H.  Parkinson  likewise  filed  an  affidavit  [App.  47; 
R.  199]  which  under  the  stipulation  mentioned  was  part 
of  the  record  before  the  trial  court.  He  likewise  analyzed 
the  counts  in  the  information  in  the  criminal  action 
against  him  and  the  reason  for  the  complete  relabeling  of 
the  product  so  as  to  conform  to  the  objections  made  by 
the  Government  during  the  course  of  the  criminal  trial. 
He  also  referred  to  the  recommended  dosage  from  stand- 
ard medical  works  such  as  was  done  in  the  Clemens  affi- 
davit. He  then  referred  to  circulars  mailed  by  him  to 
retail  druggists  following  the  revised  labeling  and  an  ex- 
change of  correspondence  between  the  Southern  Cali- 
fornia Pharmaceutical  Association  and  the  Chief  of  the 
Los  Angeles  District  of  the  Food  and  Drug  Administra- 
tion while  the  injunction  suit  against  him  was  pending 
and  pointed  out  that  in  the  letter  from  the  said  Chief  the 
view  was  expressed  that  the  sale  of  this  product,  regard- 
less of  the  labeling,  violated  the  Food  and  Drug  Act  but 
no  mention  being  made  of  the  pendency  of  the  case  in 
which  that  question  was  in  issue. 

Eugene  M.  Elson.  defense  counsel,  filed  an  affidavit 
[App.  53;  R.  49]  setting  forth  excerpts  from  the  file  in 
an  action,  United  States  v.  Walter  Kurt  Max  Hasseii- 
sfeiii,  No.  19004,  Criminal,  in  the  United  States  District 
Court,  the  purpose  of  this  affidavit  being  to  bring  before 
the  court  a  prior  case  in  which  labeling  somewhat  com- 
parable to  that  involved  herein  was  approved  by  the  court 
as  bearing  adequate  directions  for  use  and  warnings. 

Rebuttal  evidence  offered  by  the  plaintiff  consisted  of 
affidavits  of  employees  of  the  Food  and  Drug  Administra- 
tion and  the  testimony  of  one  doctor.  One  of  these  affi- 
davits concerned  purchases  in  August,  1949,  from  the 
place  of  business  of  the  defendant,  Vita-Pharmacals,  and 
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the  request  of  the  salesman  that  he  furnish  his  name 
and  address  in  order  that  he  might  be  informed  as  to  new 
products  [App.  57;  R.  120].  A  similar  affidavit  was 
executed  by  Albert  H.  Wells  [App.  58;  R.  131],  a  chemist 
of  the  Food  and  Drug  Administration,  concerning  pur- 
chases by  him  in  November,  1949.  A  supplemental  affi- 
davit was  executed  by  Robert  S.  Roe  [App.  58;  R.  136] 
concerning  investigations  to  determine  whether  the  revised 
labeling  caused  purchasers  to  consult  physicians  before 
taking  the  drug  and  attaching  thereto  affidavits  of  in- 
dividuals interviewed. 

An  affidavit  was  executed  by  Walter  F.  McRae  [App. 
59;  R.  126],  acting  Chief  of  the  Los  Angeles  District, 
Food  and  Drug  Administration,  in  rebuttal  to  a  supple- 
mental affidavit  of  the  defendant,  Clemens,  concerning 
certain  patent  medicines  and  alleging  that  a  seizure  action 
was  pending  against  one  of  these  products  and  that  an- 
other was  under  investigation,  that  the  State  Board  of 
Pharmacy  in  January,  1950,  had  been  requested  to  hold 
hearings  and  classify  testosterone  as  a  dangerous  drug  in 
California,  to  be  sold  only  under  prescription. 

Dr.  Elwyn  Terrill  [App.  61;  R.  924]  testified  in  the 
criminal  actions  that  he  was  in  general  practice  and  did 
not  prescribe  testosterone  except  after  giving  detailed 
examinations  and  that  he  knows  of  no  doctors  in  his  circle 
of  acquaintances  who  prescribe  it  without  such  examina- 
tions. 

It  was  stipulated  at  the  trial  of  the  criminal  actions 
that  both  parties  could  produce  additional  general  practi- 
tioners who  would  serve  to  corroborate  the  testimony  of 
the  defense  witnesses  and  others  to  corroborate  the  testi- 
mony of  Dr.  Terrill  [App.  33:  R.  929]. 
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C.     THE  QUESTIONS  INVOLVED. 

We  do  not  concur  in  the  statement  of  the  questions  in- 
volved as  set  forth  in  Appellant's  brief.  The  questions 
thus  stated  assume  facts  contrary  to  those  found  by  the 
trial  court.  The  facts  assumed  in  Appellant's  questions 
were  the  facts  which  were  unsuccessfully  contended  for  by 
Appellant  in  the  trial  court.  We  conceive  the  questions 
involved  to  be  as  follows: 

1.  Is  Section  502(f)(1)  of  the  Act  (21  U.  S.  C.  352 
(f)(1))  susceptible  of  the  interpretation  that  the  Food 
and  Drug  Administration  may  not  only  exempt  certain 
drugs  from  the  requirement  that  they  bear  "adequate 
directions  for  use,"  but  as  well  determine  that  for  some 
drugs  adequate  directions  for  use  cannot  be  composed 
and  restrict  the  sale  of  such  drugs  to  sale  by  prescrip- 
tion only. 

2.  Does  the  evidence  support  the  finding  that  the 
labeling  involved  herein  bears  adequate  directions  for  use 
within  the  meaning  of  Section  502(f)(1)  of  the  Act 
(21  U.  S.  C.  352(f)(1)). 

3.  Does  the  evidence  support  the  finding  labeling  in- 
volved herein  bear  adequate  warnings  as  required  by  Sec- 
tion 502(f)(2)  of  the  Act  (21  U.  S.  C  352(f)(2)). 

4.  Does  the  evidence  support  the  finding  that  methyl 
testosterone,  tablets  and  linguets  of  5,  10  and  25  milli- 
grams, are  not  dangerous  to  health  when  used  in  the 
dosage  or  with  the  frequency  or  duration  prescribed, 
recommended  or  suggested  in  the  labeling  within  the  mean- 
ing of  Section  502(j)  of  the  Act  (21  U.  S.  C.  352(j)). 

5.  Does  the  evidence  support  the  finding  that  the 
labeling  involved  does  not  violate  Section  502(a)  of  the 
Act  (21  U.  S.  C.  352(a))  in  that  methyl  testosterone 
Hnguets  of  5  milligrams  does  have  therapeutic  value  in 
the  treatment  of  a  male  hormone  deficiencv. 
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III. 
SUMMARY  OF  ARGUMENT. 

The  trial  court  found  the  directions  for  use  and  the 
warning  statements  to  be  adequate  and  in  compHance  with 
Section  502  (21  U.  S.  C.  352)  of  the  Act  [R.  158,  274], 
that  there  was  medical  opinion  on  both  sides  as  to  whether 
there  were  ill-effects  from  the  taking  of  these  drugs,  that 
they  were  not  dangerous  to  health  when  taken  as  directed 
in  the  labeling  and  that  the  plaintiff  had  not  sustained  its 
burden  of  proof  with  respect  to  the  allegations  in  effect 
[R.  158,  274]. 

The  medical  opinion  appearing  in  the  record,  taken  in 
connection  with  the  conclusive  impeachment  of  two  of  the 
Government  witnesses,  was  convincing  that  medical 
opinion  amongst  professional  investigators  and  experi- 
menters is  divided  as  to  whether  testosterone  may  accele- 
rate the  growth  of  cancer  of  the  prostate  or  produce  a 
temporary  degree  of  fertility. 

The  individual  who  complains  of  the  symptoms  usually 
associated  with  the  male  climacteric,  /.  e.,  flushes,  sweats, 
nervousness,  inability  to  concentrate  on  activities  and  a 
tendency  to  evade  them,  etc.,  invariably  calls  upon  the 
doctor  in  general  practice  who  does  not  associate  with 
these  drugs  the  danger  to  his  patient  in  the  particulars 
mentioned  or  conduct  other  than  the  most  cursory  ex- 
amination before  prescribing  them. 

The  individual  purchasing  such  a  drug,  labeled  as  the 
products  here  involved  were  labeled,  is  afforded  directions 
for  use  and  warnings,  if  any  are  needed,  far  more  adequate 
than  he  would  obtain  from  the  general  practicing  doctor 
upon  whom  he  would  call. 

Section  502ff)  of  the  Act  (21  U.  S.  C.  352(f))  simply 
requires  that  all  drugs  be  labeled  with  adequate  directions 
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for  use  and  adequate  warnings.  This  section,  as  shown 
by  the  legislative  history  preceding  its  adoption,  means 
that  with  appropriate  directions  for  use  and  adequate 
warnings,  a  drug  may  be  sold  without  the  actual  prescrip- 
tion of  a  physician  and  that  the  Act  is  not  susceptible  of 
the  interpretation  as  contended  for  by  Appellant,  that  if 
the  Food  and  Drug  Administration  should  decide  that  a 
particular  drug  should  not  be  sold  except  on  prescription, 
that  person  must  then  come  within  the  exemption  men- 
tioned in  Section  502(f)  and  comply  with  the  regulations 
which  w^ould  exempt  him  from  the  requirement  that  his 
labeling  bear  adequate  directions  and  warnings  for  use 
whether  or  not  he  has  applied  for  or  sought  to  come  with- 
in the  exempted  class. 

The  administrative  interpretation  adopted  by  the  Food 
and  Drug  Administration  with  respect  to  directions  for 
use  and  warnings,  viewed  in  connection  with  products 
which  have  been  on  the  market  for  many,  many  years, 
involves  the  conclusion  that  the  directions  for  use  and  the 
warnings  on  the  labeling  involved  herein  are  adequate  and 
comply  with  the  provisions  of  the  Food  and  Drug  Act. 
The  contention  of  the  Government  that  the  Food  and  Drug 
Administration  may  determine  not  only  the  manner  in 
which  a  drug  must  be  labeled,  but  whether  it  may  be 
labeled  at  all,  and  whether  it  must  be  sold  solely  under 
prescription,  is  not  only  contrary  to  the  intent  of  Con- 
gress but  attempts  to  vest  in  that  administration  the  power 
to  select  any  drug,  i.  c,  aspirin  or  simple  laxatives,  and 
decree  that  they  may  only  be  sold  upon  prescription. 

The  authority  contended  for  by  the  Appellant  in  this 
case  is  precisely  the  authority  sought  by  S.  3852 — the 
Durham-Humphrey  Bill — included  in  the  Appendix  to  this 
brief,  and  introduced  in  June  1950,  at  the  81st  Congress, 
Second  Session,  one  of  the  supporters  of  the  bill  being 
the  Food  and  Drug  Administration. 
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IV. 

ARGUMENT. 

A.     SCOPE  OF  REVIEW. 

The  Government  takes  the  position  on  page  35  of  their 
brief  that  the  scope  of  review  by  this  court  is  ''de  novo 
since  the  judgments  of  the  district  court  were  based  en- 
tirely upon  a  stipulated  written  record," 

It  seems  to  us  that  it  hardly  lies  with  the  Government 
to  advance  an  argument  of  this  kind  when  one  considers 
that  the  stipulations  as  to  the  record  [R.  150,  266]  were 
entered  into  in  order  that  these  cases  "may  be  disposed 
of  as  quickly  as  possible."  It  was  agreed  between  both 
counsel  that  if  oral  testimony  was  to  be  adduced,  the 
same  witnesses  who  had  testified  in  the  preceding  criminal 
cases  would  be  called  upon  to  testify  and  to  a  large  extent 
their  testimony  would  be  the  same.  This  was  considered 
to  be  a  needless  waste  of  time  and  expense,  hence  the 
stipulation.  There  was  no  thought  in  the  mind  of  counsel 
for  the  defendants,  and  certainly  in  the  open  discussions 
preceding  the  preparation  of  these  stipulations  no  intima- 
tion whatever  was  made  by  counsel  for  the  Government 
that  it  was  intended  that  the  review  by  this  court  should 
be  any  different  than  a  case  where  findings  had  been  made 
upon  oral  testimony. 

Be  that  as  it  may,  Equitable  Life  Assurance  Society  v. 
Irelan,  123  F.  2d  462  (9th  Cir.,  1941);  Stork  Restaurant 
Inc.  V.  Sahiti  ct  a/..  166  F.  2d  348  (9th  Cir.,  1948),  and 
Murphy  et  al.  v.  United  States,  179  F.  2d  743  (9th  Cir., 
1950),  involved  depositions.  Orvis  v.  Higgins,  180  F.  2d 
537  (2nd  Cir.,  1950)  involved,  for  the  most  part,  undis- 
puted facts.  Blackner  v.  McDermott,  176  F.  2d  498  (10th 
Cir.,  1949)  involved  stipidated  facts,  and  United  States  v. 
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United  States  Gypsum  Co.  et  al,  333  U.  S.  364  (1947), 
involved  documents  and  undisputed  facts. 

In  the  instant  case,  the  facts  are  neither  stipulated  to,  nor 
are  they  depositions,  nor  does  the  case  depend  upon  docu- 
ments and  certainly  they  are  not  undisputed.  In  our  search 
we  have  found  no  similar  case  where  it  has  been  held  that 
the  Appellate  Court  need  not  give  any  weight  to  the 
findings  of  the  trial  court.  The  trial  court  in  the  instant 
case  was  called  upon  to  read  approximately  800  pages  of 
reporter's  transcript  of  testimony,  which  testimony  was 
in  sharp  conflict  in  many  particulars.  Upon  the  basis  of 
that  study  the  court  found  that  "there  is  medical  opinion 
on  both  sides  as  to  whether  there  are  ill  effects  from  tak- 
ing said  drug"  [R.  158]  and  upon  the  record  before  it 
the  Act  was  not  violated  by  the  defendants  in  these  in- 
junction cases.  It  would  certainly  seem  (if  the  rule  is 
that  contended)  as  a  matter  of  common  sense  that  all  of 
the  time  and  expense  utilized  in  the  trial  court  was  a  mere 
waste  of  time;  the  study  given  by  the  trial  court  to  the 
record  and  his  findings  and  conclusions  meant  nothing  and 
that  this  court  is  called  upon  to  do  what  the  trial  judge 
did  and  review  the  entire  record  as  though  it  were  sitting 
as  a  trial  court  in  the  first  instance.  We  do  not  believe 
that  this  court  will  be  willing  to  announce  that  the  rule 
in  the  cases  cited  by  the  Government  applies  in  a  case 
such  as  this. 

The  contention  made  by  the  Government  that  this  pro- 
ceeding must  be  heard  de  novo  is  clearly  erroneous  and  ap- 
parently the  Government  has  confused  the  rule  in  admiral- 
ty with  what  they  contend  the  rule  to  be  here.  The  rule 
in  admiralty  is  that  upon  appeal  the  case  is  open  for  a 
trial  dc  novo  and  even  in  such  cases  the  findings  of  the 
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trial  court,  when  based  upon  the  depositions  or  documen- 
tary evidence  alone,  are  entitled  to  some  weight  but  not 
as  great  weight  as  when  based  upon  conflicting  oral  testi- 
mony. 

See: 

JohnsGu  V.  Griffiths  S.  S.  Co.,  150  F.  2d  224-225 

(9th  Cir.,  1945); 
Matson  Nav.  Co.  v.  Pope  &  Talbot,  Inc.,  149  F. 

2d  295,  298  (9th  Cir.,  1945). 

The  mere  fact  that  the  trial  judge  did  not  see  any  of 
the  witnesses  or  hear  them,  does  not  mean  that  his  findings 
are  to  be  eliminated  from  consideration.  Even  in  the 
case  where  the  record  depended  upon  depositions,  it  has 
been  held  that  the  findings  cannot  be  disregarded  and  they 
will  not  be  set  aside  unless  clearly  erroneous  within  the 
meaning  of  Rule  52(a),  Federal  Rules  of  Civil  Procedure. 

Heim  v.   Universal  Pictures  Co.,  Inc.,  et  al.,  154 
F.  2d  480,  491   (2nd  Cir.,  1946). 

A  case  quite  in  point  is  U.  S.  v.  Alumin^mi  Co.  of 
America,  148  F.  2d  416,  433  (2nd  Cir.,  1945),  where 
Judge  Learned  Hand  pointed  out  that  even  where  the 
trial  court  is  to  decide  the  case  without  hearing  witnesses, 
his  duty  is  to  sift  the  evidence  and  put  it  in  logical  se- 
quence and  that  it  is  "physically  impossible  for  an  appel- 
late court  to  function  at  all  without  according  some  prima 
facie  validity  to  his  conclusions." 

In  the  final  analysis.  Rule  52 (a).  Federal  Rules  of  Civil 
Procedure,  by  the  express  terms  thereof  provides  that 
"findings  of  fact  shall  not  be  set  aside  unless  clearly  er- 
roneous." Certainly  in  this  case  the  evidence  was  in  sharp 
conflict  and  in  addition  thereto  two  of  the  principal  Gov- 
ernment witnesses  were  impeached  to  the  point  that  not 
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much  credence  could  be  given  to  their  testimony.  Under 
these  circumstances  it  hardly  could  be  said  that  the  find- 
ings of  the  trial  court  were  clearly  or  otherwise  erroneous 
and  not   supported  by   a  preponderance  of   the  evidence. 

B.  THE  ACT  IS  NOT  SUSCEPTIBLE  OF  AN  INTER- 
PRETATION THAT  THE  ADMINISTRATOR  IS  EM- 
POWERED TO  DETERMINE  WHAT  DRUGS  MAY 
BE  SOLD  ONLY  ON  PRESCRIPTION,  IN  WHICH 
EVENT  NO  DIRECTIONS  FOR  USE  OR  WARNINGS 
CAN   BE  "ADEQUATE." 

1.  Preliminary  Statement. 
On  page  71  of  the  Government  brief  it  is  said  that  with 
"slight  modifications  the  regulations  authorized  by  21 
U.  S.  C,  352(f)  have  been  in  effect  for  ten  years  and 
have  been  respected  by  all  reputable  drug  manufacturers 
and  distributors.  Only  those  who  operate  on  and  beyond 
the  fringe  of  the  law^  have  sought  to  find  loop-holes  in  the 
statute  authorizing  these  regulations."  On  the  contrary, 
there  has  been  a  great  deal  of  dissension  among  drug 
manufacturers  regarding  these  regulations  and  the  Food 
and  Drug  Administration  is  at  the  present  time  revising 
them,  especially  those  relating  to  the  prescription  clause, 
and  have  submitted  to  drug  manufacturers  as  of  now  two 
proposed  regulations  for  their  comments  with  the  view 
of  them  becoming  permanent  shortly. 

To  get  an  idea  of  the  view  of  "reputable  drug  manu- 
facturers" we  refer  the  court  to  the  November  1950  issue 
of  the  Food,  Drug  and  Cosmetic  Law  Journal,  Volume 
1,  No.  9,  page  746.  On  this  page  appears  an  article  en- 
titled "Prescription  Refills"  by  Wahon  M.  Wheeler,  Jr., 
Secretary  and  General  Counsel  of  Eli  Lilly  and  Company, 
one  of  the  oldest  and  probably  best  known  pharmaceu- 
tical manufacturers   in   the   world.     Mr.    Wheeler   in   his 
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article  discusses  the  Durham-Humphrey  Bill,  which  will 
be  found  on  page  79  of  the  Appendix  to  this  brief.  Mr. 
Wheeler  discusses  the  very  attempt  of  the  Food  and  Drug 
Administration  which  is  being  made  in  this  case  to  decide 
for  itself  what  drugs  may  be  sold  on  prescription,  what 
drugs  must  be  sold  on  prescription  and  therefore  cannot 
be  labeled  with  adequate  directions  for  use  or  warnings. 
The  author  stated  that  soon  following  the  effective  date 
of  the  Act,  became  of  dissension  on  the  part  of  retail 
pharmacists  concerning  the  prescription  legend  placed  up- 
on drugs  by  the  manufacturers,  the  regulations  under 
Section  502(f)  of  the  Act  were  revised  "so  as  to  restrict 
the  use  of  the  prescription  legends  which  could  not  be 
safely  or  effectively  used  without  medical  supervision" 
[R.  751].  He  then  pointed  out  that  "the  primary  respon- 
sibility for  selecting  such  drugs  was  left  with  the  manu- 
facturers, since  the  Act  conferred  no  authority  Upon  the 
Food  and  Drug  Administration  to  create  classes  of  drugs 
or  to  specify  the  manner  in  which  drugs  of  each  class 
should  he  labeled  and  sold"  [R.  751].  He  then  went  on 
to  state  as  follows: 

"But  the  implication  and  result  of  the  regulations, 
when  viewed  in  the  light  of  the  remaining  subdivi- 
sions of  Section  502,  presented  the  problem  of 
whether  a  drug  which,  in  fact,  is  safe  and  efficacious 
only  when  used  under  medical  supervision,  may  be 
labeled  for  over-the-counter  sale  without  running 
afoul  of  Sections  502(a),  502(f)  or  502(j).  It 
appears  that  the  view  of  the  Food  and  Drug  Ad- 
ministration is  that  the  Act  itself  classifies  drugs  into 
counter  items  or  prescription  items  on  the  basis  of 
efficacy  and  safety  following  a  factual  determination 
on  a  case-by-case,  product-by-product  basis.  If  this 
be  the  proper  interpretation  of  the  Act  (then  obvious- 
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ly  the  law  is  basically  a  restrictive  sales  law;  that  is, 
it  controls  not  only  the  manner  in  which  a  drug  is 
labeled  but  the  exact  manner  in  which  it  must  be  sold. 
Surely,  if  this  be  the  proper  interpretation  of  the  Act, 
no  one  should  he  more  surprised  than  Congress.  The 
battle  for  the  enactment  of  the  Act  is  portrayed  in 
volumes  of  committee  hearings,  committee  reports, 
and  Congressional  debates,  and  in  countless  early 
drafts  of  the  Act.  All  of  this  material  seems  to  sup- 
port the  conclusion  that  Congress  assumed  and  in- 
tended that  a  drug  consumer  zuould  receive  adequate 
protection  if  the  label  told  him  what  he  was  taking, 
hozv  to  take  it,  and  zvhen  to  stop.  This  is  borne  out 
by  the  oft-repeated  quotation  from  the  report  of  the 
Senate  Committee  on  S.  5 : 

"  'The  bill  is  not  intended  to  restrict  in  any  way 
the  availability  of  drugs  for  self-medication.  On  the 
contrary,  it  is  intended  to  make  self-medication  safer 
and  more  effective.  For  this  purpose  provisions  are 
included  .  .  .  requiring  that  labels  bear  adequate 
directions  for  use  and  warnings  against  probable 
misuse.    .    .    .' 

"Accordingly,  there  is  little  to  support  the  view  that 
anything  in  the  Act  or  in  its  legislative  history  re- 
quires drugs  to  be  divided  into  two  classes,  the  one 
class  for  distribution  over  the  counter  directly  to  con- 
sumers and  the  other  class  for  distribution  on  pre- 
scription only.  Therefore  the  present  regulation 
which,  by  implication  if  not  directly,  requires  the  use 
of  the  prescription  legend  on  drugs  that  may  be  used 
safely  and  effectively  only  under  medical  supervision 
is  of  questionable  validity."    (Emphasis  added.) 

The  proposed  Durham-Humphrey  Bill  which  is  quoted 
in  full  in  the  Appendix  seeks  to  give  the  Food  and  Drug 
Administration  the  very  power  which  it  now  contends  in 
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this  case  it  already  has.  This  bill  is  supported  by  the 
Food  and  Drug"  Administration  and  it  would  certainly 
appear  that  if  the  power  already  exists  to  decide  what 
shall  be  sold  on  prescription  and  in  no  other  manner,  there 
would  hardly  be  any  need  for  such  a  bill. 

Considering-  the  language  of  Section  502(f)  of  the  Act, 
21  U.  S.  C,  352(f),  the  lang-uage  in  the  proviso  does 
not  confer  on  the  administrator  the  authority  to  decide 
which  drugs  may  be  sold  upon  prescription  only  but 
rather  simply  gives  him  the  authority  to  exempt  drugs 
from  the  requirement  of  adequate  directions  for  use  zuhen 
that  requirement  ''is  not  necessary  for  the  protection  of 
the  public  health."  When  it  is  necessary  for  the  protec- 
tion of  the  public  health  they  shall  be  contained  on  the 
labeling,  and  when  it  is  not  necessary  they  may  be  ex- 
empted. This  is  a  far  cry,  however,  from  an  interpre- 
tation which  would  give  the  power  contended  for  to  the 
administrator.  It  is  contended  on  page  43  of  the  Govern- 
ment brief  that  should  this  judgment  be  affirmed,  then 
barbiturates,  narcotics,  etc.,  which  have  always  been  con- 
fined to  prescription  sales,  could  be  sold  without  prescrip- 
tion. On  the  contrary,  the  Harrison  Narcotic  Act  (26 
U.  S.  C.  A.,  Sec.  2554)  requires  the  sale  of  narcotics  on 
prescription.  The  sale  of  barbiturates  is  restricted  to 
prescription  in  every  state  in  the  union.  Penicillin  and 
aureomycin  can  only  be  sold  upon  prescription  for  the 
reason  that  an  amendment  to  the  Food  and  Drug  Act  per- 
mitted the  administrator  to  promulgate  regulations  certify- 
ing batches  of  these  products  before  they  might  be  sold 
and  these  regulations  require  prescriptions.  In  the  final 
analysis  there  is  no  more  danger  as  disclosed  by  the  evi- 
dence in  this  case  from  the  sale  of  these  products  labeled 
as  they  are  labeled  here,  than  there  is  in  the  sale  of  count- 
less other  products  which  are  sold  directly  to  the  layman. 
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2.  The  Legislative  History  of  the  Act  Is  Con- 
vincing That  Congress  Intended  Labeling  of 
Drugs  to  Bear  Adequate  Directions  for  Use 
and  Warnings  and  Not  to  Empower  the  Ad- 
ministrator TO  Determine  That  Some  Drugs 
Could  Not  Be  so  Labeled. 

As  pointed  out  in  Mr.  Wheeler's  article,  if  the  interpre- 
tation of  this  Act  be  that  contended  for  by  Appellants  "no 
one  should  be  more  surprised  than  Congress." 

At  the  Senate  hearings  on  the  original  bill,  S.  1944, 
W.  G.  Campbell,  Commissioner  of  Food  and  Drugs,  stated 
that  the  section  was  "merely  to  require  that  directions  for 
use  be  stated  on  drug  labels  *  *  *.  It  makes  compulsory 
the  use  of  a  laheV  [App.  63].  It  should  be  noted  that 
the  original  section  [App.  62]  as  well  as  the  section  con- 
tained in  the  successor  bill,  S.  2000,  both  contained  exemp- 
tion provisions  similar  to  that  contained  in  the  present  Act 
[App.  63]. 

S.  2800  provided  that  the  warnings  on  the  labeling 
should  be  those  prescribed  by  regulations  [App.  64].  No 
such  similar  provision  is  contained  in  the  present  Act. 
The  report  in  the  Senate  on  S.  2800  stated  that  the  para- 
graph involved  required  directions  for  use  "hut  where  it  is 
not  necessary"  it  could  be  exempted  from  that  require- 
ment. Note  that  there  is  nothing  so  far  which  would  in- 
dicate that  the  members  of  Congress  thought  for  a  mo- 
ment that  they  were  to  vest  in  the  administrator  the  power 
to  restrict  the  manner  in  which  drugs  might  be  sold;  only 
that  the  labeling  bear  adequate  directions,  except  that 
where  this  was  not  necessary  for  the  protection  of  the 
public  health  they  might  be  exempt  from  so  doing.  The 
same  report  [App.  64-65]  stated  that  the  mere  giving  of 
directions   might   not    avert   tragedy    from    likely   misuse 
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''unless  accompanied  by  positive  warnings/'  This  is  a 
fact  and  of  course  is  true  with  numerous  other  drugs. 
Senator  Copeland,  the  author  of  the  bill,  stated  that  it 
"provides  an  effective  safeguard  against  these  dangers" — 
dangers  arising  from  lack  of  adequate  warnings  though 
the  directions  for  use  may  be  adequate  [App.  65-66].  Mr. 
Campbell,  in  commenting  upon  this  bill,  attempted  to  allay 
criticism  by  pointing  out  that  with  the  requirement  of  ade- 
quate directions  for  use  and  warnings,  the  public  would  be 
amply  protected  [App.  66]  and,  as  Senator  Copeland 
stated,  in  presenting  that  bill,  it  was  not  in  any  sense  in- 
tended to  do  what  certain  objectors  said  about  it:  "You 
can't  take  an  aspirin  tablet  without  a  doctor's  prescrip- 
tion." As  to  that  he  said,  ''Nothing  could  be  further  from 
the  truth"   [App.  66-67]. 

With  reference  to  the  succeeding  bill,  S.  5,  the  report 
in  the  Senate  emphasized  "there  are  no  useful  products 
which  would  be  barred  from  the  market  under  this  provi- 
sion since  labeling,  with  proper  directions  for  use,  would 
remove  any  worthwhile  articles  from  this  ban."  It  also 
stated  that  this  provision  was  not  intended  to  "ban  the  sale 
of  useful  drugs  when  they  are  appropriately  labeled"  [App. 
67-68]. 

It  would  be  presumed  that  if  the  committee  had  thought 
certain  essential  drugs  might  be  characterized  as  so  un- 
safe that  proper  labeling  could  not  be  devised  for  them, 
at  that  point  it  would  have  said  so  but  instead  it  said  the 
contrary. 

It  may  be  properly  assumed  that  the  requirement  of 
Section  502(f)(2)  of  the  Act  (21  U.  S.  C.  352(f)(2)) 
requiring  warnings  against  possible  misuse,  was  regarded 
by  Congress  and  the  committee  as  sufficient  protection  of 


—28— 

consumers  against  misuse  of  the  class  of  drugs  which  the 
Food  and  Drug  Administration  contends  must,  under 
regulation  (Section  1.106)  bear  the  prescription  legend. 
There  are  repeated  statements  and  committee  reports  and 
by  sponsors  of  the  several  bills  that  the  purpose  of  the  sec- 
tion was  to  guard  against  misuse  of  ''potent  drugs"  [See 
references,  App.  p.  68]. 

As  pointed  out  on  page  69  of  the  Appendix,  some  of 
the  earlier  bills  leading  to  the  enactment  of  the  present 
Act  provided  that  advertisements  for  certain  named  dis- 
eases "wherein  self  medication  may  be  especially  danger- 
ous" should  be  deemed  false  except  when  disseminated  to 
the  medical  profession.  Note  that  there  is  no  comparable 
provision  in  the  existing  Act.  In  other  words.  Congress 
rejected  it  and  Senator  Copeland  stated  in  response  to 
criticisms  that  under  the  Act  a  person  would  no  longer 
be  permitted  to  buy  any  ''favorite  prescription"  and  take 
it  under  the  direction  of  the  labeling,  "Of  course,  that  was 
not  the  intent  of  the  proposed  law"  [App.  69]. 

Succeeding  bills  [App.  69-73]  provided  that  labeling 
would  be  false  unless  it  bore  warnings  as  were  required  by 
regulation  against  use  in  certain  conditions.  These  pro- 
posals, however,  were  rejected  from  the  bill  as  finally  en- 
acted. 

In  the  report  in  the  House  of  S.  5  [App.  76],  the  same 
theme  is  carried  on,  that  the  bill  was  not  intended  in  any 
way  to  restrict  the  availability  of  drugs  for  self  medication 
but  were  intended  to  make  it  safer  and  more  effective. 
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With  regard  to  the  warnings  necessary,  Senator  Lea, 
one  of  the  principal  proponents  of  the  bill,  stated  that  a 
change  had  been  agreed  upon  to  require  that  warnings  be 
"adequate"  instead  of  those  prescribed  by  regulation;  but 
that  the  Secretary  (the  Administrator)  can  prescribe  ex- 
emptions on  the  grounds  of  impracticability.  It  is  evident 
here  that  there  was  no  thought  in  the  minds  of  the  mem- 
bers of  Congress  that  the  Administrator  was  to  do  other 
than  exempt  drugs  from  the  requirement  of  adequacy  of 
warnings  and  directions  when  it  was  not  necessary  for  the 
protection  of  the  public  health  but  that  certainly  he  was 
not  being  vested  with  the  power  to  decide  what  drugs 
could  not  bear  adequate  directions  for  use  or  warnings 
because  in  his  opinion  they  should  only  be  sold  on  prescrip- 
tion [App.  77].  Mr.  Campbell's  statements  at  the  Senate 
hearings  were  to  the  same  effect,  that  the  labeling  was  in- 
tended to  advise  the  consumer,  and  not  one  word  was 
mentioned  about  the  power  now  contended  for  being  the 
intent  of  the  Act  [App.  78]. 

We  do  not  believe  that  more  need  be  said.  We  be- 
lieve it  plain  from  the  legislative  history  that  the  intent 
was  never  entertained  in  Congress  that  the  administrator 
should  have  the  power  now  contended  for  by  him.  Instead 
of  there  being  anything  to  indicate  the  grant  of  such  power, 
all  of  the  history  is  directly  to  the  contrary  and  it  is  our 
firm  conviction  that  in  order  for  the  contention  of  the 
Government  to  prevail  it  will  be  necessary  to  actually  insert 
by  judicial  construction  language  into  the  section  which 
cannot  possibly  be  found  there  by  any  reasonable  interpre- 
tation. 
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C.     THE   FINDINGS   ARE    FULLY   SUPPORTED    BY   A 
PREPONDERANCE  OF  THE  EVIDENCE. 

1.  Preliminary  Statement. 
The  statements  of  Judge  W^estover  at  the  time  of  an- 
nouncing his  decision  are  found  in  the  record  [pp.  960- 
965].  Among  other  things  he  stated  that  there  was  medi- 
cal opinion  on  both  sides  as  to  whether  taking  this  drug 
caused  any  ill  effects  but  that  the  question  rather  was  not 
what  the  effect  of  taking  the  drug  was  but  what  was  on 
the  packages  [R.  963]  and  that  he  was  doubtful  under 
the  circumstances  whether  any  sort  of  labeling  would  meet 
the  objections  of  the  Food  and  Drug  Administration;  that 
in  view  of  the  admonition  in  four  different  places  on  the 
labeling  to  consult  a  doctor,  "I  don't  know  what  more 
words  w^ould  be  put  upon  their  cartons  that  would  be  a 
greater  warning"   [R.  965]. 

It  should  be  kept  in  mind  that  the  substance  of  the  af- 
fidavits of  Mr.  Parkinson  and  Mr.  Clemens  are  undenied 
by  any  counter-affidavits.  In  fact  there  is  only  one  af- 
fidavit filed  in  response  to  Parkinson's  affidavit  and  that 
is  full  of  conclusions  for  the  most  part.  The  affidavits 
filed  in  response  to  the  Clemens  affidavit  [R.  20,  120,  136] 
all  go  to  the  point  that  the  revised  labeling  was  not  done 
in  good  faith  and  that  persons  who  buy  the  product  do 
not  read  the  label. 

The  supplemental  affidavit  of  Mr.  Roe  [R.  136]  con- 
cerning interviews  with  persons  who  had  purchased  this 
product  and  that  they  did  not  read  the  labeling  is  of  the 
rankest  type  of  hearsay  and  wholly  immaterial.  If  the 
right  of  a  manufacturer  to  sell  a  product  depended  upon 
whether  the  individual  to  whom  it  was  sold  read  the  label, 
it  could  then  be  argued  that  any  product  was  misbranded 
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in  violation  of  the  Act.  Furthermore,  carried  to  a  further 
extreme,  it  might  be  questioned  whether  persons  who  ob- 
tained prescriptions  read  the  instructions  on  the  label  and 
particularly  might  this  be  true  where  the  prescription  label 
simply  states  "take  as  directed." 

In  studying  Appellant's  brief,  we  find  them  stating  in 
one  breath  that  the  labeling  involved  here  is  insufficient 
because  it  does  not  state  all  of  the  conditions  of  use  and 
the  warning  statements  are  insufficient  because  technical 
words  are  employed,  when  in  another  breath  they  argue 
that  no  directions  for  use  or  no  warnings  can  be  adequate. 
It  appears  to  us  that  this  argument  can  simply  mean  that 
the  Government  is  unsure  of  their  position  and  are  attempt- 
ing to  convince  this  court  (1)  that  the  directions  and 
warnings  are  inadequate;  (2)  if  the  court  should  hold  that 
the  directions  and  warnings  are  adequate  that  neverthe- 
less the  product  should  not  be  sold  except  upon  prescrip- 
tion. Obviously  both  of  these  contentions  cannot  prevail, 
for  if  the  directions  and  warnings  are  adequate  the  statute 
is  complied  with  and  whether  the  Government  is  of  the 
opinion  that  it  should  be  sold  upon  prescription  would  be 
beside  the  point. 

In  Mr.  Parkinson's  affidavit  [App.  47],  he  refers  to 
an  exchange  of  correspondence  between  Robert  S.  Roe, 
Chief  of  the  Los  Angeles  District  of  the  Food  and  Drug 
Administration  and  the  Southern  California  Pharmaceuti- 
cal Association,  Ltd.  In  our  opinion  the  letter  from  Mr. 
Roe  is  the  antithesis  of  "clean  hands,"  particularly  when 
one  considers  that  nothing  was  mentioned  in  his  letter 
that  the  very  question  was  before  the  court  and  knowing 
as  he  must  have  known  that  his  letter  to  that  organization 
would  dissuade  its  members  from  purchasing  this  product. 
The  Government  is  as   much   bound   by   the   doctrine  of 
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"clean  hands"  when  seeking  equitable  relief  as  a  private 
litigant.  (U.  S.  v.  Belt,  47  Fed.  Supp.  239,  241  (1942) 
and  cases  cited  therein.) 

Throughout  the  Government's  brief  the  tone  is  sounded 
( 1 )  that  the  revision  of  the  labeling  following  the  criminal 
cases  was  not  in  good  faith;  (2)  the  assumption  is  made 
that  the  evidence  established  the  contrary  of  that  which 
the  trial  court  found;  (3)  as  though  these  consolidated 
cases  were  in  fact  the  criminal  cases  which  preceded  them 
and  which  involved  entirely  different  labeling;  (4)  that 
we  acknowledge  the  danger  of  this  drug  and  have  attempted 
to  do  mere  lip  service  to  the  requirements  of  the  Act.  At 
this  point  let  us  say  that  this  revised  labeling  was  com- 
posed following  the  criminal  cases  in  an  effort  to  comply 
with  the  theory  and  the  evidence  of  the  Government  in 
the  criminal  cases.  This  was  done  without  any  admission 
on  the  part  of  the  defendants  that  they  agreed  with  the 
evidence  of  the  Government  witnesses.  The  revision  was 
made,  however,  in  good  faith  in  an  effort  to  avoid  any 
further  difficulties  with  the  Food  and  Drug  Administra- 
tion. 

The  theories  in  the  criminal  cases  and  in  these  injunc- 
tion cases  were  entirely  different  and  so  was  the  labeling 
The  trial  court  here  was  called  upon  to  consider  the  evi- 
dence which  had  been  introduced  in  the  criminal  cases,  to- 
gether with  the  additional  record  by  way  of  affidavits  as 
though  that  evidence  were  being  introduced  for  the  first 
time.  No  contention  was  made  in  the  criminal  cases  that 
the  Act  provided  that  these  products  may  only  be  sold 
on  prescription,  only  that  the  labeling  represented  the 
product  to  be  useful  for  many  purposes  for  which  it  was 
not  useful  and  that  the  labeling  in  the  Clemens  case  should 
have  had  a  warning  statement  and  it  did  not.     It  should 
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be  remembered  that  in  the  Parkinson  case  there  was  a 
warning  statement  and  no  charge  was  made  that  it  was 
not  sufficient.  Several  statements  are  made  in  the  Gov- 
ernment brief  to  the  effect  that  these  defendants  are  in  the 
practice  of  promoting  these  drugs  indiscriminately  and  for 
conditions  for  which  they  are  useless,  is  a  gratuitous  state- 
ment for  which  no  support  in  the  record  can  be  found. 

In  the  footnote  on  page  30  of  their  brief,  the  Govern- 
ment quoted  an  editorial  appearing  in  the  Pacific  Drug  Re- 
view for  the  purpose  of  showing  the  alleged  concern  of 
others  in  the  decision  of  the  trial.  This  is  a  statement 
that  is  wholly  improper  and  in  direct  violation  of  the  rules 
to  this  court.^ 

Throughout  its  brief,  Appellant  attempts  to  stress  the 
so-called  "dire  consequences"  that  will  result  from  the 
judgment  in  these  cases  because  it  is  claimed  that  this  drug 
is  of  such  a  character  that  no  directions  for  use  can  be 
adequate.     This  of  course  flies  in  the  face  of  the  findings 


^In  view  of  this  quotation  which  we  consider  to  be  improper,  we 
feel  it  only  right  that  we  should  call  to  the  attention  of  the  court 
an  article  appearing  on  page  4,  Part  I  of  the  Los  Angeles  Times 
of  the  issue  of  Friday,  December  1,  1950.  This  article,  written 
by  one  of  the  scientific  editors  of  the  Los  Angeles  Times,  de- 
scribes a  meeting  at  the  annual  convention  of  urologists  in  Los 
Angeles.  The  conclusions  of  Dr.  Robert  L.  Bacon  of  Stanford 
University  were  interpreted  by  Dr.  A.  J.  Scholl,  a  member  of  the 
convention's  Board  of  Governors.  It  was  stated  in  the  press 
article  as  follows:  "Hundreds  of  men,  it  was  brought  out  in 
the  discussion  which  followed  Dr.  Bacon's  talk,  have  feared  to 
take  the  male  hormone,  testosterone,  because  of  the  fear  that  cancer 
of  the  prostate  might  develop.  There  is  not  a  single  case  in  medi- 
cal literature,  it  was  revealed,  in  which  the  administration  of  tes- 
tosterone brought  on  cancer."  It  was  also  stated  in  this  article  that 
"the  strange  new  findings  reported  at  the  meeting  is  that  a  few 
of  the  most  advanced  and  virtually  'hopeless'  cases  of  prostate  can- 
cer have  responded  amazingly,  not  to  the  female  hormone  but  to 
testosterone,  the  male  hormone.  A  fezv  of  these  desperate  cases 
actually  recovered."     (Emphasis  added.) 
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of  the  trial  court  decided  upon  conflicting-  evidence.  In 
support  of  those  findings  the  following  must  be  kept  in 
mind: 

1.  To  begin  with  there  is  nothing  in  the  Act  that 
gives  the  Food  and  Drug  Administration  the  power 
to  classify  drugs  into  those  for  which  directions  for 
use  can  be  written  and  those  for  which  they  cannot; 

2.  By  reason  of  the  conflicting  character  of  the 
evidence  and  the  impeachment  of  two  of  the  principal 
Government  witnesses,  the  trial  court  could  and  did 
find  that  nevertheless  the  directions  for  use  were 
adequate. 

In  so  doing,  regardless  of  whether  the  Act  gives  the  Food 
and  Drug  Administration  the  power  to  classify  drugs, 
the  court  found  that  under  the  evidence  the  drug  was  not 
of  such  a  character  that  the  directions  for  use  were  not 
and  could  not  be  adequate  because: 

(a)  The  Government  and  defense  experts  were  in 
disagreement  on  the  existence  of  a  male  climacteric 
and  much  of  the  scientific  literature  was  in  disagree- 
ment with  the  Government  witnesses  on  the  subject. 

(b)  Likewise  the  Government  and  defense  wit- 
nesses were  in  disagrement  on  the  effect  of  the  drug 
on  fertility  and  likewise  scientific  writings  were  in 
disagreement  with  Government  witnesses. 

(c)  The  Government  witnesses  themselves  rec- 
ognized a  conflict  to  exist  between  their  opinion  and 
that  of  others. 

(d)  Two  Government  witnesses,  Dr.  Belt  and  Dr. 
Heckel,  were  shown  not  to  administer  the  elaborate 
tests  which  they  testified  were  an  absolute  prere- 
quisite to  the  administration  of  the  drug. 
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(e)  The  associate  of  Dr.  Belt— Dr.  LeTourneau 
^gave  a  prescription  for  the  drug  without  ever  hav- 
ing seen  the  man  for  whom  it  was  prescribed,  let 
alone  making  any  tests. 

(f)  A  man  70  years  of  age  (supposed  to  be  the 
dangerous  age  so  far  as  this  drug  is  concerned) 
called  at  random  on  15  general  practitioners  in  the 
metropolitan  area  of  Los  Angeles,  asked  for  a  pre- 
scription of  the  drug  and  obtained  it  in  each  case 
without  any  of  these  doctors  laying  a  hand  upon  him. 
Likewise  many  other  general  practitioners  would  do 
the  same  thing  and  likewise  would  testify  in  accord- 
ance with  the  testimony  of  the  defense  withnesses  that 
such  tests  were  not  given,  that  the  product  was  not 
dangerous,  that  the  male  climacteric  was  widespread 
and  the  drug  was  given  for  the  relief  of  the  symptoms 
thereof. 

(g)  The  Government  witnesses  themselves  were 
not  uniform  in  their  testimony  as  to  the  tests  neces- 
sary to  determine  a  hormone  deficiency. 

(h)  The  Government  witnesses  were  professional 
and  scientific  investigators  and  experimenters  and  the 
methods  employed  by  them  in  arriving  at  a  conclusion 
were  vastly  different  from  those  employed  by  the 
general  practitioner  who  is  the  one  to  whom  the  in- 
dividual goes  for  treatment  or,  as  Dr.  Belt  put  it, 
he  is  the  "meat"  for  the  general  practitioner. 

(i)  That  an  individual  would  not  receive  the 
tests  mentioned  by  the  Government  witnesses  and 
therefore  a  label  such  as  this  one  advising,  among 
other  things,  to  see  a  doctor,  was  more  informative 
than  if  he  obtained  a  prescription  from  a  doctor  who 
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gave  no  tests  and  on  whose  prescription  the  only 
directions  were  "take  as  directed"  and  with  no  warn- 
ings of  any  kind. 

(j)  That  in  the  criminal  case  against  Parkinson 
a  warning  statement  was  contained  on  his  labeling 
which  was  apparently  deemed  sufficient  as  no  charge 
was  made  in  that  case  as  to  him  that  it  was  inade- 
quate, or  that  no  warning  statement  could  be  adequate. 

(k)  With  respect  to  the  charge  that  the  5  milli- 
gram dose  has  no  therapeutic  value,  the  United  States 
Pharmacopoeia,  the  National  Formulary,  and  New 
and  non-Official  Remedies,  all  standard  medical  pub- 
lications suggest  5  milligrams  as  the  dosage,  and 
furthermore  that  Dr.  Heckel,  the  Government  wit- 
ness, prescribed  that  dosage  for  Hazen  Parkinson. 

(1)  That  in  the  criminal  actions  certain  counts  in- 
volved 5  milligram  products  and  no  charge  was  made 
in  either  of  those  actions  that  5  milligrams  had  no 
therapeutic  value;  that  the  old  patent  medicines.  Dr. 
Pearce's  Favorite  Prescription,  Dr.  Pearce's  Golden 
Medical  Discovery,  Dr.  Miles  Nervine,  and  Lydia  E. 
Pinkham's  Vegetable  Compound,  have  been  sold  for 
many  years  with  labeling  which  is  subject  to  the 
same  contentions  raised  by  the  Government  herein 
and  the  fact  that  they  have  been  and  are  sold  under 
such  labeling  constitutes  an  administrative  interpreta- 
tion (See  42  Am.  Jur.,  "Public  Administrative  Law", 
Sec.  78  et  seq. )  that  the  directions  for  use  and  warn- 
ing statements  on  the  labeling  herein  are  adequate. 

(m)  That  the  labeling  involved  in  U.  S.  v.  Has- 
senstem  [see  R.  49],  so  far  as  directions  for  use  and 
warnings  are  concerned  is  similar  in  many  respects 
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to  the  labeling  involved  herein  and  that  the  District 
Court  in  the  Hassenstein  case  found  the  label  to  bear 
adequate  directions  for  use  and  warnings. 

We  have  set  forth  in  the  Appendix  to  this  brief,  a  nar- 
rative statement  of  the  facts  which  we  believe  necessary 
to  be  reviewed  in  deciding  whether  those  facts  support 
the  findings  and  conclusions  of  the  trial  court. 

Finally,  we  are  confronted  with  the  astounding  state- 
ment found  on  page  46  of  Appellant's  brief  in  which  they 
state  that  this  action  "is  a  sort  of  legal  squeeze  play  by 
the  Government  by  which  the  Government  hopes  to  elim- 
inate worthless  panaceas  and  dangerous  drugs  from  in- 
discriminate distribution  in  the  channels  of  commerce." 
This,  in  our  opinion,  constitutes  an  admission  that  noth- 
ing is  to  be  found  in  the  Act  which  supports  the  Govern- 
ment's theory  that  they  are  using  a  "squeeze  play" — at- 
tempting to  warp  the  interpretation  of  the  Act  to  enable 
them  to  decide  what  drugs  may  and  what  may  not  be  sold 
on  prescription.  If  a  "squeeze  play"  is  valid  here,  then  what 
is  to  prevent  the  Food  and  Drug  Administration  from  at 
any  time  deciding  that  a  certain  drug  shall  be  sold  upon 
prescription  only  and  instituting  the  remedies  provided 
under  the  Act  upon  the  theory  of  misbranding?  How  is  a 
person  to  know  in  advance  under  such  circumstances 
whether  the  product  they  are  selling  is  one  which  the  Food 
and  Drug  Administration  has  suddenly  decided  is  danger- 
ous and  may  only  be  sold  on  prescription?  We  seriously 
question  the  constitutionality  of  the  Act  under  such  an 
interpretation. 
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2.      The  Labeling  Bears  "Adequate  Directions"  for 
Use  Within  the  Meaning  of  21  U.  S.  C.  352(f) 

(1). 

We  point  out,  to  begin  with,  that  the  evidence  of  the 
Government  on  this  phase  of  the  case  as  contained  in  the 
transcript  of  testimony  was  on  this  point  alone, — that 
methyl  testosterone  would  be  efficacious  in  the  treatment 
of  sweats,  flushes,  inability  to  concentrate  on  activities, 
etc.,  provided  that  they  arose  as  a  result  of  a  male  hor- 
mone deficiency  but  that  no  one  but  a  doctor  would  be 
competent  to  determine  that  fact. 

It  is  inconceivable  how  the  directions  for  use  could  be 
more  adequate  than  those  contained  on  the  label  here,  keep- 
ing in  mind  the  testimony  of  the  Government  witnesses 
introduced  in  the  criminal  cases  and  found  in  the  record 
here  and  the  revisions  made  in  precise  conformance  there- 
to. First,  the  individual  is  advised  that  the  product  is  to  be 
used  by  males  deficient  in  male  hormone  when  small 
dosages  ai'e  prescribed  or  recommended  by  a  physician  for 
the  palliative  relief  of  the  symptoms  of  a  hormone  de- 
ficiency. In  order  to  eliminate  any  doubt  on  the  subject, 
however,  the  label  adds  that  it  is  impossible  for  an  in- 
dividual to  determine  whether  he  has  a  hormone  deficiency 
and  that  therefore  "before  taking  testosterone  a  physician 
should  be  considted"  as  it  will  not  aid  or  relieve  symptoms 
not  associated  with  a   deficiency. 

It  is  claimed  that  the  labeling  fails  to  state  all  of  the 
conditions  for  which  the  product  is  prescribed,  recom- 
mended or  suggested  in  the  labeling.  It  must  be  assumed 
that  a  proposed  user  of  the  product  will  heed  advices  such 
as  mentioned.  If  they  do,  then  the  physician  determines 
whether  they  are  in  need  of  it.  If  they  do  not,  certainly 
the  manufacturer  or  distributor  cannot  be  charged  with 
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mislabeling  any  more  than  could  a  manufacturer  of  iodine 
be  charged  with  it  if  the  user  failed  to  heed  the  warning 
that  it  was  poison,  took  it  internally,  was  made  violently 
ill,  or  died.  As  pointed  out  by  Judge  Westover,  carried 
to  the  extreme  which  the  Government  would  have  it,  no 
label  for  any  drug,  much  less  this  one,  could  possibly  be 
large  enough  to  state  all  of  the  conditions  which  might  be 
found  in  the  medical  textbooks  if  the  Food  and  Drug 
Administration  happen  to  decide  that  they  do  not  want  a 
particular  drug  sold  except  upon  prescription  and  that 
therefore  no  directions  could  be  adequate. 

The  Government  claims  that  the  suggested  dosage  con- 
tained on  the  label  is  intended  to  tell  the  user  how  to  use 
the  product  without  ever  seeing  a  physician.  This  sugges- 
tion on  the  label  is  merely  a  suggestion  which  is  found  time 
and  again  on  drugs  sold  directly  to  doctors.  It  is  probably 
not  necessary  because  it  may  be  assumed,  when  the  person 
has  seen  the  doctor,  that  the  latter  has  advised  him  how 
much  to  take.  We  know  as  a  practical  matter,  however, 
that  frequently  the  individual  forgets  the  advice  given  by 
the  doctor  and  more  often  than  not  the  label  on  the  pre- 
scription will  say  "take  only  as  directed."  Therefore  in 
the  event  that  the  individual  has  forgotten  or  the  doctor 
has  failed  to  advise  him  how  much  to  take,  this  suggestion 
is  given  to  him  and  no  contention  is  made  that  it  is  in- 
correct. After  all,  it  is  merely  a  "suggestion",  not  to  be 
followed  if  the  doctor  directs  otherwise.  Under  the  head- 
ing "suggested  dosage"  the  individual  is  further  cautioned 
that  merely  because  the  doctor  has  recommended  the  prod- 
uct, he  should  not  keep  on  using  it  for  an  unlimited  period 
of  time  and  in  fact  should  not  use  it  as  long  as  three 
months  unless  he  does  so  under  the  supervision  of  a 
physician. 
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Throughout  the  Government's  brief  the  claim  is  made 
that  the  defendants  simply  do  "lip  service"  in  compliance 
with  the  Act.  Hardly  can  such  a  contention  validly  be 
made  after  the  critical  review  of  the  evidence  given  by 
Judge  Westover  and  his  conclusion  that  the  Act  was  not 
violated.  On  the  subject  of  the  labeling  bearing  a  state- 
ment of  all  of  the  conditions  and  diseases  for  which  the 
drug  is  contended,  let  us  consider  a  small  practical  example 
aside  from  anything  else.  If  this  contention  were  true, 
it  would  mean  that  a  drug,  for  example,  a  laxative  sold  as 
a  laxative  for  constipation,  would  have  to  carry  on  the 
label  adequate  directions  for  every  symptom  of  constipation 
that  might  exist.  For  instance,  constipation  can  cause  a 
temporary  dull  headache,  bloating,  abdominal  discomfort, 
dullness,  lack  of  energy,  and  these  symptoms  might  be 
enumerated  ad  infinitum.  To  list  all  of  those  symptoms 
on  the  label  would  not  only  be  wholly  impracticable  but 
would  present  an  impossible  labeling  problem. 

Alherty  Food  Products  Co.  v.  U.  S.  (9th  Circuit,  No- 
vember 20,  1950,  No.  12,483)  is  cited  on  page  41  of  the 
Government  brief.  This  case  is  no  authority  at  all  for  the 
reason  that  the  label  there  failed  to  indicate  any  purpose 
whatever  for  the  use  of  the  product. 

In  conclusion  under  this  point,  we  submit,  as  found  by 
Judge  Westover,  that  if  the  requirement  that  adequate 
directions  for  use  appear  on  the  labeling  means  anything  at 
all,  it  certainly  has  been  complied  with  on  this  labeling. 
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3.  The  Labeling  Bears  ''Adequate  Warnings"  With- 
in THE  Meaning  of  21  U.  S.  C.  352  (f)   (2). 

The  claim  is  made  here  in  one  breath  that  the  warning 
language  on  the  labeling  is  couched  in  technical  termin- 
ology which  the  layman  cannot  understand.  In  another 
breath  it  is  stated  that  no  warnings  can  be  adequate  and 
therefore  the  product  may  only  be  sold  on  prescription. 
One  of  these  principles  must  be  true,  not  both. 

We  again  remind  the  court  that  in  the  Parkinson  crimi- 
nal case  a  warning  statement  was  contained  on  the  labeling 
which  must  have  been  deemed  sufficient  for  no  charge  was 
made  there  that  the  language  was  inadequate.  Mr.  Park- 
inson revised  his  labeling  so  as  to  conform  to  the  evidence 
introduced  by  the  Government  in  the  criminal  cases,  not, 
however,  in  the  belief  that  they  were  correct  in  their  posi- 
tion and  certainly  he  was  fortified  in  this  belief  by  the 
impeachment  evidence  of  Drs.  Belt  and  Meckel. 

On  page  34  of  the  Government  brief  it  is  stated  that  a 
temporary  restraining  order  was  not  sought  against  Park- 
inson because  he  was  selling  a  product  of  a  lower  potency 
— 5  and  10  milligrams.  We  wonder  if  by  this  the  Govern- 
ment means  that  this  potency  would  not  cause  cancer  as 
much  or  as  quickly  as  a  higher  potency.  If  so,  where  is 
the  dividing  line?  There  is  certainly  no  evidence  in  the 
record  to  support  such  a  contention. 

On  page  24  of  the  Government's  brief  it  is  argued  that 
the  product  is  not  saved  from  being  "dangerous  to  health" 
by  reason  of  the  suggestion  in  the  labeling  that  a  physician 
be  consulted  prior  to  its  use.  However,  the  Food  and 
Drug  Administration,  in  their  published  list  of  accepted 
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warnings  for  over-the-counter  products,  suggests  the  fol- 
lowing warning  for  atropine: 

"Warning:    This  preparation  should  not  be  taken 
by  elderly  people  except  on  competent  advice." 

The  reason  is  that  an  elderly  person  taking  atropine  can  be 
seriously  injured.  Therefore  atropine  is  a  dangerous  drug 
but  the  Food  and  Drug  Administration  must  feel  that  it 
is  safe  from  being  dangerous  by  a  suggestion  such  as 
stated.  In  fact  the  same  is  true  with  most  drugs ;  if  taken 
under  certain  circumstances  they  may  cause  serious  illness 
or  death.  Aspirin  can  have  serious  effects  if  taken  in 
excessive  quantities.  Bromides  the  same.  Yet  we  find 
Bromo  Seltzer  sold  at  nearly  every  soda  fountain.  Dr. 
Thienes,  a  Government  witness,  stated  that  people  go  to 
mental  hospitals  from  over-doses  of  bromides  and  that  an 
excess  of  bromides  can  cause  mental  derangement  [R.  382- 
383]  ;  also  that  people  taking  an  excess  of  Alka  Seltzer 
will,  in  the  long  run,  find  themselves  suffering  from  alka- 
losis; and  that  is  sold  over  the  counter  [R.  383], 

Mr.  Roe  of  the  Food  and  Drug  Administration  filed 
an  affidavit  [R.  136]  alleging  investigations  made  by  his 
office  to  determine  whether  people  who  bought  these  prod- 
ucts paid  any  attention  to  the  labeling  and  regardless  of  the 
admissibility  of  the  affidavit  the  effect  was  that  a  majority 
did  not.  If  this  product  causes  all  of  the  harm  that  the 
Government  would  have  this  court  believe,  it  certainly 
would  seem  that  they  would  have  produced  an  affidavit 
from  someone  who  had  been  harmed  by  the  taking  of  it 
but  not  one  was  offered,  nor,  as  a  matter  of  fact,  was  any 
offered  to  show  that  people  who  had  taken  the  product  had 
failed  to  obtain  the  results  advertised  for  them. 

Why  is  it  that  the  Government  assumes,  in  this  case, 
that  the  individual  is  unable  to  heed  the  warning  state- 


ment?  In  other  cases  the  Government  presumes  the  lay- 
man capable  of  at  least  finding  out  whether  he  has  the 
condition  warned  against.  For  instance,  the  accepted  warn- 
ings for  bromides  is  that  they  shall  "not  be  taken  by  those 
suffering  from  kidney  diseases."  This  warning  doesn't 
even  suggest  that  the  layman  go  to  a  physician  and  find 
out  whether  he  has  such  a  disease. 

On  page  34  of  the  Government  brief  it  is  said  that  the 
revised  labeling  involved  here  acknowledges  the  restricted 
usefulness  of  the  drug  as  well  as  their  dangers.  As  we 
have  said,  this  labeling  was  devised  to  meet  the  objections 
made  by  the  Government  during  the  course  of  the  criminal 
cases.  Certainly  there  is  nothing  wrong  with  labeling  that 
does  just  that,  for  the  same  is  true  with  many  other  drugs 
sold  over  the  counter.  We  have  already  mentioned  bro- 
mides. Acetanilide  is  sold  with  a  warning  statement  that 
frequent  or  continued  use  may  be  dangerous,  causing 
serious  blood  disturbances,  anaemia,  etc.  In  view  of  all  of 
that,  what  is  there  in  the  evidence  to  require  the  court  to 
find  that  the  warning  statement  on  the  labeling  here  is  not 
and  cannot  be  adequate? 

On  page  49  of  the  Government  brief  it  is  stated  that 
"With  an  established  clientele  and  a  crystallized  concept  in 
the  public  mind,"  it  is  not  necessary  for  the  defendants 
"to  be  as  outspoken  as  heretofore  in  hawking  their  wares." 
If  this  drug  is  all  that  it  is  claimed  to  be,  dangerous  to 
health  and  of  no  value,  there  could  hardly  be  an  established 
clientele  for  they  would  either  have  all  died  or  stopped 
using  the  product  one  way  or  the  other,  maybe  both. 

When  we  consider  what  this  labeling  advises  and  what 
the  Food  and  Drug  Administration  permits  in  other  cases 
of  a  comparable  character,  we  begin   to  understand   the 


significance  of  the  "squeeze  play"  mentioned  on  page  46 
of  the  Government  brief.  That  play  is  nothing  more  or 
less  than  an  attempt  to  "squeeze"  these  defendants  out  of 
business  simply  because  the  Food  and  Drug  Administra- 
tion has  concluded,  without  any  statutory  authority,  that 
the  product  should  be  sold  only  on  prescription  notwith- 
standing the  conflicting  evidence  and  the  conclusive  im- 
peachment of  Drs.  Belt  and  Heckel  and  the  findings  and 
conclusions  of  the  trial  court  based  upon  that  evidence. 

With  regard  to  the  so-called  technical  terminology  em- 
ployed in  the  warning  statement,  the  same  type  of  termin- 
ology was  employed  in  the  Hassenstein  case  [R.  49]  and 
held  to  be  sufficient  and  the  same  objections  were  made  in 
that  case  as  made  here. 

Note  particularly  that  the  term  "carcinoma"  was  the 
language  employed  in  the  informations  in  the  criminal 
cases.  It  must  be  assumed  that  in  using  that  language  the 
Government  intended  to  comply  with  Rule  7(c),  Rules  of 
Criminal  Procedure,  and  considered  that  term  to  be  a 
"plain,  concise  and  definite"  statement  of  fact  constituting 
an  element  of  the  offense  charged.  Here  again  the  Govern- 
ment says  in  one  breath  that  the  warning  statement  is  in- 
adequate because  of  technical  language  used  and  in  another 
breath  states  that  no  warning  language  can  be  adequate. 
Paraphrasing  the  language  of  the  court  in  the  Hassen- 
stein case,  the  terms  "carcinoma"  and  "spermatogenesis" 
are  dictionary  words  which  are  clearly  understood  to  mean, 
respectively,  cancer  and  the  ability  to  produce  offspring. 

In  view  of  the  contention  made  that  this  product  is 
inherently  dangerous  and  should  only  be  sold  on  prescrip- 
tion, it  follows  that  contention  presupposes  that  if  a  person 
should  call  on  a  doctor  he  will  conduct  elaborate  tests  to 
determine  whether  there  could  be  any  potential  danger  in 
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taking  the  product.  However,  we  have  the  testimony  of 
Hazen  Parkinson  who  called  on  15  different  doctors  in 
general  practice  in  Los  Angeles  and  Long  Beach  and  ob- 
tained a  prescription  without  any  of  them  laying  a  hand  on 
him.  That  reflects  the  attitude  of  the  general  practitioner 
who,  Dr.  Belt  admits,  was  the  one  to  whom  an  individual 
would  go — was  his  "meat."  It  certainly  may  be  assumed 
that  if  such  was  the  case,  with  15  doctors  picked  at  ran- 
dom, the  same  would  be  true  with  the  vast  majority;  the 
same  as  in  sampling  a  product  containing  many  packages, 
one  may  assume  that  several  samples  picked  at  random  from 
the  container  are  demonstrative  of  the  condition  of  the 
whole.  Therefore  a  prescription  under  these  circumstances 
would  mean  far  less  than  the  informative  labeling  which 
is  before  this  court. 

4.  The  Drug  Is  Not  Dangerous  to  Health  Within 
THE  Meaning  of  Section  21  U.  S.  C.  352(j). 

What  we  have  heretofore  said  under  subheading  3  is 
applicable  here  as  well,  that  is,  that  the  drug  is  not  dan- 
gerous to  health  when  used  in  the  dosage  and  with  the 
frequency  or  duration  prescribed,  recommended  and  sug- 
gested in  the  labeling  and  that  was  what  Judge  Westover 
found  to  be  the  case  on  the  record  before  him. 

5.  The    Labeling    Is    Not    False    and    Misleading 
Within  the  Meaning  of  21  U.  S.  C.  352(a). 

The  charge  is  made  that  the  5  milligram  dosage  is 
therapeutically  worthless  and  therefore  the  labeling  of  such 
a  product  is  false  or  misleading. 

It  is  conceded  by  the  official  United  States  Pharma- 
copoeia and  other  authorities  that  the  sublingual  dose  of 
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5  milligrams  is  equivalent  to  the  oral  dose  by  mouth  of  10 
milligrams.  Dr.  Huggins  testitied  that  a  male  hormone 
deficiency  in  his  institution  is  treated  by  10  milligrams  by 
mouth  [R.  546]  which,  as  we  say,  is  the  equivalent  of  5 
milligrams  sublingually,  which  in  turn  is  the  dosage  in- 
volved here.  On  the  other  hand,  we  have  Dr.  Belt,  a  Gov- 
ernment witness,  stating  that  5  milligrams  sublingually  is 
worthless  [R.  17].  When  confronted  with  the  recom- 
mended dosage  found  in  the  United  States  Pharmacopoeia 
and  the  National  Formulary,  the  Government  contends  that 
the  United  States  Pharmacopoeia  may  be  out  of  step.  If 
this  sort  of  an  argument  is  worth  anything,  then  these 
two  nationally  accepted  publications  might  as  well  be  for- 
gotten and  reliance  upon  them  in  the  Act  eliminated. 
Nevertheless  the  new  United  States  Pharmacopoeia  has 
appeared  since  all  of  the  testimony  in  this  case.  The  14th 
edition  became  effective  November  1,  1950,  and  on  pages 
366-368  the  dosage  for  methyl  testosterone  is  given  and 
reads  as  follows: 

"Usual    dosage   of   methyl    testosterone,    10   milli- 
grams, sublingual  5  milligrams." 

Also,  as  pointed  out,  Dr.  Meckel,  the  Government  witness, 
wrote  a  prescription  for  5  milligrams  for  Mr.  Hazen 
Parkinson  [R.  901]. 

Also  in  the  criminal  information  5  milligram  tablets 
were  involved  and  no  charge  was  made  that  they  were 
therapeutically  worthless. 
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V. 
CONCLUSION. 

Much  of  what  is  said  in  the  Government's  brief  is  mat- 
ter entirely  extraneous  to  the  record.  The  fact  remains 
that  these  products  were  relabeled  so  as  to  conform  pre- 
cisely to  the  contentions  made  and  the  theory  advanced 
by  the  Government  in  the  criminal  cases.  It  is  sought  here 
for  the  first  time  to  interpret  Section  502(f)  (21  U.  S. 
C.  352(f)),  in  a  manner  never  done  before  and  which 
power  is  sought  to  be  given  the  Food  and  Drug  Adminis- 
tration by  the  Durham-Humphrey  Bill.  The  power  now 
claimed,  we  earnestly  contend,  is  not  given  to  the  adminis- 
tration by  any  reasonable  interpretation  of  the  Food  and 
Drug  Act.  The  trial  court  found  upon  conflicting  and 
convincing  evidence  that  there  was  a  conflict  of  opinion 
as  to  the  danger  contended  for  and  that  the  directions  for 
use  and  warnings  were  adequate.  We  submit  that  these 
findings  under  the  evidence  are  far  from  being  "clearly  er- 
roneous" within  the  meaning  of  Rule  52(a)  of  the  Rules 
of  Civil  Procedure,  but  are  simply  supported  by  a  pre- 
ponderance of  the  evidence  and  that  the  judgments  must 
therefore  be  aflirmed. 

Respectfully  submitted, 

Eugene  M.  Elson, 

Attorney  for  Appellees. 
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APPENDIX. 

I. 

THE  PLEADINGS  IN  CASE  NO.  10266-HW  (THE 
EL-O-PATHIC  OR  CLEMENS  CASE). 

1.    THE  COMPLAINT  AND  AMENDMENT  TO 
COMPLAINT. 

The  complaint  alleged  that  the  defendants  distributed 
methyl  testosterone  tablets  10  mgs.  and  25  mgs.,  and  in 
linquet  form  5  and  10  mgs.  and  various  preparations  of 
female  hormone  drugs  [R.  3] ;  that  they  were  purchased 
from  three  different  companies  and  as  received  from  the 
manufacturers  the  label  bore  the  legend  "Caution:  To 
be  dispensed  only  by  or  on  the  prescription  of  a  physician." 
[R.  3] ;  that  in  the  sale  of  these  drugs  a  physician's  pre- 
scription was  not  required  by  defendants  but  that  they  re- 
packaged and  relabeled  them  for  sale  without  a  prescrip- 
tion. For  example,  the  linguets  were  labelled  as  follows 
[R.  4-S] : 

"El-0-Pathic  Hormones 

50  Tablets 

Each  Tablet  Contains 

10  Mg.  Methyl  Testosterone 

"Suggested  Dosage:  One  Tablet  upon  arising  be- 
fore breakfast  or  one  tablet  shortly  before  retiring. 
Tablets  should  be  held  between  gum  and  cheek,  or 
under  tongue,  and  allowed  to  dissolve  slowly,  so  that 
hormone  is  absorbed  by  mouth  tissues  (saliva  may  be 
swallowed  while  tablet  is  in  mouth,  but  do  not  swallow 
tablet).  The  maintenance  dosage  can  be  extended 
from  three  to  six  months,  under  supervision  of  a 
physician. 
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"Directions:  For  use  by  adult  males  deficient  in 
male  hormone  (3)  when  small  dosages  of  male  hor- 
mone are  prescribed  or  recommended  by  a  physician 
for  palliative  relief  of  such  symptoms. 

Distributed  by  El-0-Pathic  Pharmacy 

1109>^  No.  Western  Ave.  Hollywood  27,  Calif. 

Hollywood  9-1722 

(Read  Side  Panels) 

(Side  Panels) 

"Caution:  The  male  hormone  should  not  be  taken 
by  anyone  with  carcinoma  of  the  prostate  or  urinary 
retention  probably  due  to  carcinoma  of  the  prostate 
or  by  anyone  with  cardiovascular  disease,  defects  of 
spermatogenesis,  sterility  whether  absolute  or  partial, 
or  debilitation  due  to  disease.  Caution  should  be  exer- 
cised when  taking  hormones  for  long  periods  since 
they  have  been  reported  as  inhibiting  spermatogenesis. 
Take  only  as  directed. 

"It  is  impossible  for  a  layman  to  determine  whether 
he  has  a  male  hormone  deficiency,  as  similar  symptoms 
may  be  caused  by  other  conditions.  Therefore,  before 
taking  testosterone  a  physician  should  be  consulted, 
since  testosterone  will  not  aid  or  relieve  symptoms 
not  associated  with  male  hormone  deficiency.  Chil- 
dren and  young  adults  must  not  use  except  under 
constant  direct  supervision  of  a  physician." 

That  in  displays  and  newspaper  advertising  defendants 
suggested  said  drugs  to  be  efficacious  in  alleviating  disease 
conditions,  particularly  those  relating  to  sexual  impotence 
in  men  and  change  of  life  in  women  [R.  5] ;  that  defen- 
dants violated  Section  301  (k)  of  the  Act  (21  U.  S.  C. 
331  (k))  in  that  the  printed  matter  constituting  labeling 
fails  to  bear  adequate  directions  for  use  in  failing  to  state 
all  of  the  diseases  or  conditions  for  which  the  drug  is  in- 
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tended  and  that  they  violate  Section  502(f)  (2)  of  the  Act 
(21  U.  S.  C.  352(f)(2))  because  the  labeHng  fails  to 
bear  adequate  warnings  against  use  in  pathological  condi- 
tions where  its  use  may  be  dangerous  to  health  in  such 
manner  and  form  as  are  necessary  for  the  protection  of 
the  user,  as  the  medical  terminology  constituting  the  cau- 
tionary statement  is  not  adequate  to  warn  the  ordinary 
user  that  its  use  may  accelerate  a  growth  of  cancer  of 
the  prostate  or  cause  sterihty;  also  that  Section  502(j)  of 
the  Act  is  violated  (21  U.  S.  C.  352(j))  in  that  the  lin- 
guets  are  dangerous  to  health  when  used  in  the  dosage  and 
with  the  frequency  prescribed  as  the  drug  may  result  in 
sterility  and  may  accelerate  the  growth  of  cancer  of  the 
prostate  [R.  5-6].  It  was  also  alleged  that  Section 
301(a)  of  the  Act  (21  U.  S.  C.  331(a))  is  violated  in 
the  shipment  of  10  mg.  linguets  mishranded  in  the  same 
particulars  [R.  6]. 

With  respect  to  the  5  mg.  linguets  labeled  as  aforesaid, 
it  was  alleged  that  Section  301  (k)  of  the  Act  (21  U.  S.  C. 
331  (k))  was  violated  because  one  tablet  daily  would  be 
ineffective  for  the  treatment  of  a  male  hormone  deficiency, 
that  the  labeling  failed  to  bear  adequate  directions  for  use 
and  adequate  warnings  in  the  particulars  as  mentioned 
[R.  7-8];  that  Section  301(a)  of  the  Act  (21  U.  S.  C. 
331(a)),  was  violated  because  the  5  mg.  linguets  were 
misbranded  in  particulars  aforementioned.  It  was  alleged 
with  respect  to  the  tablets  that  "it  is  likely  that  the  defen- 
dants will  cause  the  same  violations"  of  Sections  301(a) 
and  (k)  of  the  Act  as  they  are  causing  with  respect  to 
the  linguets  as  the  defendants  have  in  the  past  sold  the 
products  frequently  without  a  physician's  prescription  and 
without  adequate  warnings  [R.  8].  The  conviction  in  the 
criminal  action  No.  20596 — Criminal,  on  July   13,   1949, 


was  alleged  and  that  within  a  month  after  the  convictions 
the  defendants  embarked  upon  a  wide  spread  promotion  of 
the  same  products  in  essentially  the  same  misbranded  con- 
dition and  that  the  revision  of  the  labeling  is  a  subterfuge 
by  which  the  defendants  hope  to  deceive  the  court  and 
defraud  the  public  [R.  9]. 

A  temporary  restraining  order  was  applied  for  and  an 
injunction  to  restrain  defendants  from  in  substance  in- 
troducing into  interstate  commerce  the  drugs  mentioned, 
in  a  misbranded  condition  [R.  10-11]. 

2.     THE  ANSWER. 

The  answer  of  the  defendants  in  this  case,  in  substance 
denied  all  of  the  material  allegations  of  the  Complaint. 
There  was  attached  to  the  Answer  as  Exhibit  "A,"  the 
labeling  employed  [R.  35-44]. 

II. 
THE  PLEADINGS  IN  CASE  NO  10391-HW  (THE 
HUDSON  PRODUCTS  CO.  OR  PARKINSON 
CASE). 

1.     THE  COMPLAINT. 

The  complaint  in  this  action  was  essentially  the  same 
as  in  action  No.  1266-HW  [R.  162-174],  except  the 
product  involved  was  5  mg.  and  10  mg.  However,  no 
temporary  restraining  order  was  applied  for. 

2.    THE  ANSWER. 

The  answer  in  this  case  in  substance  denied  the  allega- 
tions of  the  complaint  [R.  179-186]  and  specifically  de- 
nied any  intention  to  sell  the  female  hormone  drugs  re- 
ferred to  in  the  complaint  or  that  any  had  been  sold  by- 
them  since  July  13,  1949,  the  date  of  the  conviction  in 
the  criminal  action. 
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HI. 
EXCERPTS  FROM  THE  EVIDENCE. 

The  evidence  in  these  consolidated  injunction  cases,  by 
stipulation  consisted  of  the  pleadings  and  affidavits  and  the 
transcript  of  proceedings  in  the  consolidated  criminal 
cases  United  States  v.  El-0-Pathic  Pharmacy,  et  al.,  No. 
20,596 — Criminal,  and  United  States  v.  Parkinson,  No. 
20,642— Criminal  [R.  150;  269]. 

Any  reference  to  the  female  hormone  will  be  eliminated 
herefrom  for  the  reason  that  it  was  never  an  issue  in  the 
trial  court  [R.  156,  272]. 

1.     EVIDENCE  OFFERED  IN  SUPPORT  OF  THE 
COMPLAINTS. 

(a)  Affidavits  of  Doctors  Thienes  and  Belt. 

Drs.  Thienes  and  Belt  filed  affidavits  in  support  of  the 
application  for  a  temporary  restraining  order  and  prelimi- 
nary injunction  in  action  No.  10266-HW,  in  which  they 
each  represented  in  part  what  was  testified  to  by  them 
previously  in  the  criminal  actions  which  testimony  is  part 
of  the  record  here.  In  addition,  however,  they  stated 
that  these  drugs  should  not  be  sold  except  upon  prescrip- 
tion [R.  12-17]. 

(b)  Affidavit  of  Robert  S.  Roe. 

Robert  S.  Roe,  Chief  of  the  Los  Angeles  District  of 
the  Food  and  Drug  Administration  executed  an  affidavit 
in  support  of  the  application  for  temporary  restraining 
order  and  preliminary  injunction  in  case  No.  10266-HW, 
to  which  was  attached  a  letter  introduced  in  the  criminal 


action  and  dated  July,  1947.  This  letter  was  from  Roche- 
Organon,  Inc.,  and  according  to  the  affidavit  was  sent  to 
defendant  in  that  action  and  other  distributors.  The 
affidavit  concludes  that  it  "indicates  defendants  were 
warned  two  years  ago  as  to  the  dangers  inherent  in  the 
indiscriminate  sale  of  these  drugs  to  the  public  without 
a  physician's  prescription"  and  that  defendants  are  now 
unloading  a  large  quantity  of  these  drugs  without  prescrip- 
tion upon  the  public  [R.  20-22]. 

Under  the  stipulation  as  to  the  record  in  action  No. 
10266-HW  [R.  150],  the  supplemental  affidavit  of  Robert 
S.  Roe,  concerning  the  investigations  made  by  his  office 
as  to  whether  purchasers  of  the  product  consulted  physi- 
cians before  using  it  [Appendix,  p.  58;  R.  136];  the 
affidavit  of  Wells  [Appendix,  p.  58;  R.  131-136];  the 
affidavit  of  McRae  [Appendix,  p.  59;  R.  107-118],  and 
the  transcript  of  the  evidence,  including  exhibits,  in  the 
criminal  cases,  were  made  part  of  the  record  in  this 
injunction  action,  subject  to  any  objections  as  to  rele- 
vancy and  materiality. 

In  the  action  against  Hudson  Products  Company,  No. 
10391-HW,  the  aforesaid  supplemental  affidavit  of  Roe, 
the  affidavit  of  McRae,  and  the  transcript  of  the  evidence, 
including  exhibits  in  the  criminal  cases,  were  made  part 
of  the  record  subject  to  objections  as  to  relevancy  and 
materiality.  However,  it  was  further  stipulated  in  this 
action  that  none  of  the  evidence  in  the  transcript  of  testi- 
mony pertaining  to  the  alleged  danger  of  using  testosterone 
under   certain   circumstances,   was   introduced   as   against 
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Allen  H.  Parkinson,  defendant  in  No.  20642 — criminal, 
and  there  was  no  charge  by  the  government  in  that  action 
that  the  warning  statement  on  the  labeling  which  related 
to  the  product  sold  by  him  was  inadequate  [R.  266]. 

As  will  be  pointed  out  in  the  affidavits  of  Clemens  [R. 
49]  and  Parkinson  [R.  53;  pp.  42  and  47  of  this  appendix] 
following  the  judgments  of  conviction  in  the  criminal 
cases  they  completely  revised  the  labeling  to  conform  to 
the  objections  made  by  the  Government  in  those  cases  as 
reflected  by  the  testimony  of  Government  witnesses,  even 
though  their  medical  witnesses  disagreed  therewith.  That 
labeling  as  revised  presents  the  questions  that  were  before 
the  trial  court  in  this  litigation  and  before  this  court  on 
this  appeal,  namely,  whether  the  labeling  involved  here 
contains  adequate  directions  for  use  and  adequate  warn- 
ings. 

Suffice  it  to  say  that  all  of  the  witnesses  for  the  Gov- 
ernment in  the  criminal  cases  testified  substantially  that 
the  male  hormone  was  of  great  benefit  to  persons  suifering 
from  a  male  hormone  deficiency,  but  that  an  individual  was 
incapable  of  diagnosing  that  condition  and  that  there  was 
danger  in  taking  the  product  without  consulting  a  physi- 
cian first  in  that  it  may  accelerate  the  growth  of  a  car- 
cinoma of  the  prostate  and  might  cause  partial  loss  of 
fertility. 

The  Appellant's  brief,  pages  2  to  8,  sets  forth  the  refer- 
ences to  the  transcript  of  testimony  in  the  criminal  cases 
in  which  the  opinions  of  these  witnesses  on  those  subjects 
appear. 


(c)  Testimony  o£  Dr.  Clinton  A.  Thienes. 

On  the  basis  of  his  education  and  experience  he  thinks  he 
knows  the  consensus  of  medical  opinion  regarding  the  toxic 
effects  which  methyl  testosterone  may  have  upon  the  adult 
male  [R.  353].  That  consensus  is  that  such  product  may 
produce  a  condition  which  would  result  in  a  deficiency  in 
the  ability  to  reproduce.  His  opinion  is  the  same  as  the 
consensus  [R.  354-355].  Assuming  a  man  to  be  suffering 
from  flushes,  sweats;  is  extremely  nervous,  unable  to  con- 
centrate and  is  suffering  from  nocturia,  and  he  called  on  an 
average  general  practitioner,  other  things  being  equal  he 
cannot  say  that  such  a  practitioner  would,  under  the  cir- 
cumstances, prescribe  testosterones  for  a  period  of  time 
and  wait  to  see  whether  the  symptoms  were  relieved  as  he 
the  witness  would  have  to  know  of  what  the  practitioner's 
examination  had  consisted  and  what  the  urologist  may 
have  done  in  the  way  of  examination  [R.  365].  Even  if 
the  urologist's  report  was  that  he  had  palpated  the  prostate 
and  performed  a  biopsy  and  there  was  no  evidence  of  can- 
cer of  the  prostate  and  no  enlargement;  that  laboratory 
tests  were  conducted  with  nothing  to  indicate  an}^  presence 
of  such  a  cancer,  that  would  not  be  adequate  to  determine 
whether  testosterone  should  be  administered  for  those 
symptoms  as  there  would  have  to  be  proof  that  there  was  a 
marked  decrease  in  the  secretion  of  testosterone  [R.  365- 
366].  Whether  such  a  complete  examination  is  made  in 
every  case  that  an  individual  is  sent  to  a  urologist  under 
such  circumstances  would  depend  on  what  the  urologist  was 
asked,  but  he  thinks  that  most  competent  urologists  would 


return  the  patient  with  advice  to  the  general  physician  and 
before  arriving  at  a  conclusion  as  to  what  advice  he  would 
give  he  would  certainly  determine  whether  there  was  evi- 
dence of  a  male  climacteric  and  that  would  involve  determ- 
ination of  the  secretion  of  male  hormone  [R.  366]  and  so 
it  would  only  be  then  if  a  man  was  actually  suffering  from 
a  deficiency  of  the  male  hormone  as  determined  by  the 
amount  of  secretion  of  the  male  hormone  and  after  a  uro- 
logist diagnosed  that  no  cancer  of  the  prostate  was  present 
and  the  laboratory  tests  referred  to  have  been  taken  not  in- 
dicating the  presence  of  such  a  cancer  that  he  thinks  the 
doctor  would  give  testosterone  [R.  366-367].  He  thinks 
today  that  the  general  practitioner  would  want  to  know 
for  sure  whether  the  man  was  suffering  from  a  case  of 
climacteric  before  giving  testosterone  even  after  receiving 
a  report  from  the  urologist  there  there  was  no  presence  of 
cancer  of  the  prostate  [R.  367].  There  is  no  such  thing 
as  the  average  general  practitioner  [R.  367].  He  thinks 
that  the  majority  of  general  practitioners  would  require  a 
laboratory  test  prior  to  prescribing  it  and  that  thought  is 
based  upon  his  knowledge  of  medical  literature.  Testos- 
terone has  been  responsible  for  prostate  cancer  growing 
rapidly  but  he  would  not  say  that  it  caused  a  cancer  to  de- 
velop or  actually  start  [R.  368].  He  doesn't  remember 
any  specific  instance  at  the  moment  where  such  a  fact  has 
been  proved  clinically  [R.  369].  He  cannot  state  what 
literature  he  had  reference  to  that  led  him  to  interpret 
the  Hterature  to  indicate  that  testosterone  will  accelerate 
the  growth  of  cancer  of  the  prostate  [R.  369]. 


—10— 

The  only  way  to  determine  whether  a  person  is  suffer- 
ing from  a  hormone  deficiency  is  to  make  laboratory  tests 
[R.  3S6].  These  tests  consist  of  sampling  the  urine  [R. 
392]. 

(d)  Testimony  o£  Dr.  Warren  Nelson. 

His  studies  have  been  conducted  at  the  University  and 
have  concerned  humans  as  well  as  experimental  animals. 
In  the  case  of  humans  the  procedure  is  to  obtain  a  sample 
or  biopsy  of  both  testes  prior  to  treatment,  administer  the 
hormone  for  a  period  of  timC;  at  the  end  of  which  a  second 
biopsy  would  be  obtained  and  compared  with  the  first  [R. 
396-397] .  His  studies  have  shown  to  him  that  the  admin- 
istration of  testosterone  decreases  the  activity  of  the  testes 
in  the  production  of  spermatozoa  and  in  the  production 
of  testosterone  in  the  testes.  This  decrease  would  last  for 
the  duration  of  the  treatment.  How  much  beyond  that  it 
is  difficult  to  say  [R.  396-398].  He  went  into  considerable 
technical  detail  to  explain  the  reasons  for  his  conclusion 
and  stated  that  in  general  such  information  and  de- 
tails are  included  in  his  teaching  to  medical  students, 
though  he  has  more  occasion  to  discuss  those  matters 
with  medical  societies  and  groups  in  various  parts  of  the 
country  [R.  400-401].  In  the  case  of  eunuchoids,  testos- 
terone has  been  administered  in  the  majority  of  cases  but 
in  some  instances  incorrectly  because  the  case  was  not 
properly  diagnosed  [R.  407-408].  From  his  own  research 
he  was  unable  to  make  any  statement  as  to  the  effect  of  the 
administration  of  methyl  testosterone  on  the  testes  [R. 
413].     The  only  way  in  which   it  could  be  determined 
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whether  there  had  been  any  damage  to  the  testes  which 
in  turn  would  tend  to  decrease  fertihty,  would  be  an  ex- 
amination of  a  sample  of  the  testes  by  microscopic  ex- 
amination [R.  414].  He  said  that  the  practice  of  taking 
a  sample  of  the  testes  and  examining  them  in  that  fashion 
was  done  very,  very  widely  now  and  was  a  widely  recog- 
nized procedure  [R.  415].  When  he  stated  that  it  was 
his  opinion  that  methyl  testosterone  inhibits  sperm  produc- 
tion he  meant  that  it  was  his  opinion  that  that  was  the 
consensus  of  opinion  [R.  415-416].  He  is  sure  that  any 
doctor  who  prescribed  testosterone  would  warn  the  indi- 
vidual of  the  possibility  that  his  fertility  would  be  de- 
creased and  he  thinks  that  that  would  be  the  practice  of 
the  general  average  practitioner  in  dealing  with  a  person 
who  the  doctor  found  was  suffering  from  symptoms  asso- 
ciated with  the  male  climacteric  [R.  422].  It  is  undoubt- 
edly a  procedure  that  is  done  in  some  instances  to  adminis- 
ter testosterone  to  a  person  who  manifests  the  symptoms 
associated  with  the  male  climacteric,  and  to  assume  that  if, 
after  taking  testosterone,  those  symptoms  are  relieved,  the 
man  was  going  through  the  male  climacteric.  However,  at 
the  University,  laboratory  tests  are  made  to  determine 
whether  he  belongs  in  that  category  or  should  receive  some 
other  form  of  therapy  [R.  428].  It  is  inevitably  true  that 
there  is  a  difference  between  the  method  employed  by  a 
scientist  such  as  the  witness  conducting  his  work  in  a  uni- 
versity, or  in  experimental  institutions,  and  the  method 
employed  by  the  average  general  practitioner.  The  factors 
of  time,  economic  factors  and  many  others  enter  into  [R. 
424]. 
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(c)  Testimony  of  Dr.  Norris  J.  Heckel. 

He  is  a  urologist  and  professor  of  urology  at  the  Uni- 
versity of  Chicago  [R.  464],  In  urology  he  uses  testos- 
terone only  for  the  treatment  of  men  who  have  a  deficiency 
of  the  male  sex  hormone.  The  best  illustration  of  such 
deficiency  would  be  eunuchism,  a  disease  in  which  the  body 
has  not  been  able  to  manufacture  the  hormone  and  con- 
sequently the  individual  has  not  developed  as  the  normal 
male  [R.  465].  Other  types  of  persons  who  have  a  male 
hormone  deficiency  are  those  whose  testes  have  been  de- 
stroyed from  some  disease  or  who  have  been  castrated 
[R.  466].  Hormone  therapy  would  not  correct  impotence 
in  a  man  in  his  late  40's  unless  it  was  due  to  a  male  hor- 
mone deficiency  [R.  471].  K  a  man  were  suffering  from 
a  male  hormone  deficiency  methyl  testosterone  would 
correct  lack  of  sexual  power  and  impotence,  would  post- 
pone the  many  conditions  associated  with  middle  age  and 
improve  the  sense  of  well  being  and  would  constitute  an 
adequate  treatment  for  flushes,  sweats  and  chills,  impaired 
memory,  inability  to  concentrate  on  activities  and  a  ten- 
dency to  evade  them,  nervousness,  depression,  general 
weakness  and  lack  of  physical  strength  [R.  472-474]. 
There  are  many  diseases  other  than  such  a  deficiency  that 
would  produce  those  symptoms.  H  a  man  were  suffering 
from  such  a  deficiency  methyl  testosterone  would  result 
in  impowered  physical  and  mental  work  and  would  exert 
a  tonic  action  resulting  in  renewed  vigor  and  would  im- 
part a  better  attitude  towards  social  life  and  cause  ner- 
vousness, exhaustion  and  melancholy  to  disappear.  Each 
of  those  symptoms  are  also  symptoms  of  conditions  other 
than  a  male  hormone  deficiency  [R.  473-475].  A  male 
hormone  deficiency  is  determined  (1)  by  a  case  history, 
(2)  a  careful  physical  examination  and  (3)  laboratory 
tests  to  aid  in  the  diagnosis  such  as  the  estimation  of  17 
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ketosteroids  in  the  urine  and  also  by  the  estimation  of  the 
secretion  of  gonadtropins  in  the  urine.  There  are  no 
objective  symptoms  which  would  enable  him  to  correctly 
diagnose  a  male  hormone  deficiency  [R.  475-476].  In 
his  opinion  methyl  testosterone  will  aggravate  the  growth 
of  a  prostatic  cancer  [R.  478-479]. 

On  cross-examination  he  stated  that  if  a  patient  called 
upon  a  general  practitioner  complaining  of  the  several 
symptoms  enumerated  in  his  opinion  the  doctor  would 
make  a  careful  examination  of  the  patient  to  see  if  he 
could  find  out  the  cause  of  the  symptoms.  He  would  con- 
duct a  complete  physical  examination  from  head  to  foot. 
If  that  produced  nothing  he  would  examine  the  urine  to 
see  whether  there  was  any  sugar  in  it  which  might  give 
him  a  clue  to  diabetes  which  would  produce  such  symp- 
toms. If  he  found  no  sugar  he  would  determine  whether 
there  was  any  albumin  in  the  urine  or  whether  the  patient 
was  suffering  from  Bright's  disease  or  some  kidney  dis- 
turbance and  an  X-ray  picture  of  the  tract  or  the  colon 
tract  or  a  basal  metabolic  test  to  discover  whether  he  had 
some  disturbance  of  the  thyroid.  If  the  general  prac- 
titioner found  nothing  suspicious  as  a  result  of  that  ex- 
amination he  might  hut  he  shouldn't  suggest  testosterone 
to  the  patient  for  a  period  of  4  to  6  weeks  to  see  if  those 
symptoms  were  relieved.  He  really  doubts  that  the  gen- 
eral practitioner  would  suggest  testosterone  for  a  period 
of  time  after  the  result  mentioned  of  such  an  examination 
[R.  482-486]. 

He  has  never  been  able  to  make  a  diagnosis  of  the  male 
climacteric.  He  knows  that  it  is  spoken  of  in  the  literature 
as  a  condition  something  comparable  but  not  the  same  as 
the  female  menopause  [R.  487].  It  is  frequently  referred 
to  in  laymen's  magazines  and  medical  publications.  There 
is  no  question  about  it  at  all  that  in  view  of  the  hundreds 
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of  thousands  of  packages  of  methyl  testosterone  sold  in 
the  aggregate  by  the  three  principal  manufacturers  during 
the  period  of  a  year  the  product  is  indicative  of  consider- 
able benefit  to  many,  many  men  [R.  489].  From  his  own 
experience  he  believes  that  methyl  testosterone  accelerates 
the  growth  of  a  cancer  of  the  prostate  [R.  491].  He 
doesn't  think  that  testosterone  in  any  form  causes  pros- 
tatic cancer  [R.  492].  The  whole  prostatic  cancer  prob- 
lem and  its  relation  to  hormones  is  a  relatively  new  thing 
[R.  493]. 

There  are  no  blood  tests  or  urine  tests  to  determine  the 
presence  of  cancer  [R.  503-504].  He  does  not  agree 
that  the  average  general  practitioner  or  family  doctor  who 
found  what  he  believed  to  be  a  male  hormone  deficiency 
and  who  examined  the  patient  to  see  whether  cancer  was 
present  and  found  none,  would  try  the  man  on  testos- 
terone to  see  whether  he  was  relieved  of  the  symptoms. 
The  chances  the  99  times  out  of  100  that  he  would  find 
some  specific  reason  for  the  man's  symptoms  [R.  506-507]. 
The  large  pharmaceutical  concerns  such  as  Ciba,  Schering 
and  Roche-Organon,  who  are  the  principal  manufacturers 
of  testosterone,  send  out  lots  of  literature,  maintain  large 
research  stafifs  and  the  information  which  they  supply 
the  doctors  with  in  general  is  abreast  of  the  times  though 
he  disagrees  with  some  of  it  [R.  509-510].  He  agrees 
with  the  statements  reported  to  have  been  made  by  Dr. 
Hans  Lisser  and  Dr.  Robert  Escamillo  reported  in  "The 
Urology  and  Cutaneous  Review,"  Volume  46,  page  87 
(1944),  with  respect  to  the  effect  of  testosterone  on  the 
testes,  and  reading  as  follows: 

"On  the  other  hand,  there  have  been  reported  pa- 
tients whose  sperm  counts  increased  after  treatment 
to  the  extent  that  successful  impregnation  took  place. 
Other  authors  have  pointed  out  that  both   number 
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and  viability  of  the  spermatozoa  can  fluctuate  during 
the  continued  use  of  androgens,  or  that  the  count  is 
'of  minor  significance  as  compared  to  the  enormous 
improvement  obtained  in  all  other  respects.'  " 

(f)  Testimony  of  Dr.  Elmer  Belt. 

Is  a  urologist  [R.  515]  and  member  of  the  Belt  Uro- 
logical  Group    [R.   516],  a  member  of   several  scientific 
societies  and  has  written  several  articles  on  medical  and 
scientific  matters  [R.  516].     He  thinks  he  has  personally 
seen  or  treated  patients  who  have  had  adverse  results  from 
the  administration  of  the  male  hormone   [R.   517].     He 
gave  an  example  of  a  patient  under  his  care  who  is  suffer- 
ing from  cancer  of  the  prostate  and  he  thinks  that  the 
administration   of   testasterones    which   this    person    took 
very  likely,  very  definitely  influenced  the  growth  of  that 
cancer.     The  patient,  incidentally,  is  a  doctor  of  medicine. 
Cancer  of  the  prostate  is  frequent  in  the  decade  between 
50  and  60  and  is  much  more  frequent  between  60  and  70 
[R.  519-520].     In  the  case  of  the  ordinary  practitioner 
to  whom  a  patient  goes  because  he  wants  a  general  physi- 
cal examination,  the  practitioner  is  obligated  to  place  his 
finger  in  the  rectum  and  carefully  feel  the  prostate   [R. 
522-523].     There  are  many  more  things  to  know  about 
cancer  of  the  prostate  than  are  known  about  it  [R.  532]. 
He  thinks  that  methyl  testosterone  is  dangerous  in  that  it 
could  aggravate  a  cancer  of  the  prostate  [R.  533].     There 
are  many  instances  in  which  methyl  testosterone  is  very 
valuable.     The  precautions  necessary  prior  to  its  use  are 
tests,  rectal  examinations,  the  level  of  acid  phosphatases 
in  the  blood  stream,  and  two  other  tests  of  very  recent 
origin,  comprising  a  test  of  proteins  of  the  blood  and  a 
blood  protein  test.     These  tests  are  a  prerequisite  except 
in  groups  where  cancer  of  the  prostate  is  not  liable  to 
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occur  and  by  that  he  means  cases  in  which  it  is  particularly 
valuable  or  the  groups  of  young  individuals  who  show  a 
definite  endocrine  deficiency  in  regard  to  testosterone  and 
who  need  it  in  the  normal  process  of  their  growth  and 
development  [R.  535].  He  is  referring  to  boys  who  had 
their  testicles  blown  ofif  in  the  war  and  persons  suflfering 
from  hypogonadism,  persons  whose  testicles  are  not  per- 
forming their  proper  function,  meaning  undeveloped  tes- 
ticles and  undeveloped  genitalia,  a  young  individual  whose 
testicles  are  not  up  to  standard  in  size  and  in  function 
[R.  655,  656].  The  acid  phosphates  test  is  one  which 
can  be  completed  in  a  few  minutes  if  one  is  set  up  for 
it.  The  17  ketosteroids  requires  approximately  a  week  to 
complete  and  the  blood  test  a  very  short  time.  The  gen- 
eral practitioner  is  not  equipped  to  make  either  of  those 
tests  and  in  fact  his  office  is  not  equipped  to  make  the 
17  ketosteroids  test  and  he  is  having  them  made  at  the 
California  Institute  of  Technology  [R.  659].  In  a  per- 
son who  is  apparently  normal  physically,  the  examination 
necessary  to  determine  whether  he  is  suflfering  from  an 
endocrine  deficiency  might  possibly  be  the  17  ketosteroids 
test  [R.  536].  The  examinations  he  has  referred  to  re- 
quire special  training.  There  are  no  objective  symptoms 
of  a  male  hormone  deficiency  which  a  layman  could  recog- 
nize and  use  to  diagnose  such  a  condition  [R.  537].  After 
a  careful  examination  of  the  patient  and  no  indications  of 
cancer  of  the  prostate  being  present,  it  would  still  be  dan- 
gerous and  conducive  to  the  development  of  cancer  of  the 
prostate  for  the  person  to  take  testosterone  [R.  538-540]. 
In  his  opinion  if  a  man  40  to  50  years  of  age  called  on  a 
general  practitioner  and  stated  that  he  was  troubled  with 
sweats,  nervousness,  did  not  remember  things  as  he  used 
to,  couldn't  concentrate  on  activities  and  had  a  tendency  to 


—17— 

evade  them,  and  the  doctor  was  of  the  opinion  after  learn- 
ing of  these  symptoms  that  testoterone  might  be  of  bene- 
fit to  the  patient,  the  general  practitioner  would,  before 
prescribing  it  in  the  first  place  think — think  about  the 
problem  and  if  he  thought  about  it  very  much  he  probably 
wouldn't  prescribe  testosterone  for  those  symptoms,  be- 
cause they  do  not  indicate  hypogonadism  and  it  is  virtually 
only  in  hypogonadism  that  testosterone  is  effective  [R. 
648-649].  A  very  careful  analysis  of  the  problem  would 
be  made  for  that  patient  and  he  would  be  very  apt  to  get  it 
at  the  hands  of  an  alert  general  practitioner  [R.  650]. 
It  would  be  a  very  loose  method  of  detecting  the  man's 
trouble  for  the  general  practitioner  to  prescribe  testos- 
terone to  the  patient  for  a  period  of  3  to  4  weeks  to  see 
whether  the  man  had  been  relieved  and  if  the  doctor  really 
thought  about  the  problem,  got  down  to  business  and 
studied  it,  he  would  be  concerned  first  about  the  psychic 
features  in  the  individual  and  whether  he  was  overworked 
and  troubled.  Before  prescribing  testosterone  the  general 
practitioner  would  certainly  make  a  rectal  examination. 
There  would  he  no  blood  tests  which  sttch  a  doctor  need 
do  unless  he  zvishes  to  do  the  acid  and  alkaline  phosphatase 
test.  The  urine  test  would  not  shozu  him  anything  un- 
less he  wished  to  take  the  time  to  give  the  17  ketosteriod 
tests  [R.  650-651] .  //  he  really  zvanted  to  find  out  zvhether 
the  man  had  a  hormone  deficiency  he  would  give  such  a 
test,  as  zvell  as  the  acid  phosphatase  test  for  cancer  of  the 
prostate  and  if  he  ttscd  testosterone  then  he  zvoidd  say 
that  the  symptoms  zvere  not  relieved  [R.  651-652]. 

The  problem  of  hormone  deficiency  is  the  specialty  of 
the  general  practitioner.  The  middle  age  man  who  is  tired 
and  worn  out  and  who  has  come  to  the  doctor  for  some 
help  is  the  general  practitioner's  ''meat"  [R.  653]. 
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In  the  case  of  the  individual  who  comes  to  the  general 
practitioner,  who  gives  him  a  rectal  examination  and  finds 
nothing  suspicious  and  prescribes  methyl  testosterone  for 
him  and  the  prescription  given  him  is  filled,  that  patient 
may  return  to  a  drug  store  as  often  as  he  wishes  and  have 
it  refilled  without  going  to  the  doctor  or  any  other  doctor 
and  obtaining  a  new  prescription  everytime  he  wants  it. 
He  can  go  back  and  have  it  refilled  as  often  as  he  wants 
without  ever  seeing  another  doctor  [R.  662-663]. 

He  does  not  think  that  the  male  has  any  climacteric  and 
he  believes  most  careful  observers  are  of  the  same  opinion. 
This  opinion,  however,  is  not  universally  shared  by  the 
profession  [R.  669]. 

(g)  Testimony  of  Dr.  Chas.  Huggins. 

Professor  of  Urology,  University  of  Chicago;  holds 
several  degrees  and  is  a  member  of  several  societies  and 
has  written  many  papers  on  urological  and  scientific  sub- 
jects. Since  1938  his  practice  has  been  almost  exclusively 
related  to  the  male  hormone  and  its  action  in  normal  and 
cancerous  individuals  [R.  540-542].  He  does  not  believe 
that  a  male  hormone  deficiency  occurs  in  quasi-normal 
individuals — people  who  are  not  hypogonads  or  who  have 
not  been  castrated.  Testosterone  accelerates  the  growth 
of  cancer  of  the  prostate  [R.  562,  566-567].  As  to  the 
blood  tests  to  determine  the  presence  of  cancer  of  the 
prostate,  the  ordinary  general  practitioner  is  not  capable 
of  conducting  such  tests  unless  he  is  chemically  minded, 
but  the  average,  good-sized  hospital  can  determine  it  [R. 
569-571]. 

The  blood  test  he  referred  to  can  only  be  done  in  well 
established  hospitals.     He  does  not  believe  that  there  is 
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such  a  thing  as  the  male  chmacteric,  though  there  is  a  dif- 
ference of  opinion  on  that  subject  in  medical  circles  and 
there  are  a  great  many  articles  in  which  the  male  climac- 
teric is  discussed  but  he  does  not  share  the  opinion  of  those 
investigators  [R.  581-582].  He,  the  witness,  is  a  profes- 
sional investigator  [R.  588].  Eliminating  eunochoids 
castrates  and  women,  he  does  not  think  they  have  been 
prescribed  in  his  hospital — University  of  Chicago — for 
the  last  5  years.  He  disagrees  with  the  statements  con- 
cerning the  male  climacteric  by  Drs.  Hans  Lisser  and  Rob- 
ert F.  Escamilla  appearing  in  Volume  46  "The  Urologic 
and  Cutaneous  Review,"  page  87,  February,  1942,  entitled 
"Testosterone  Compounds  in  the  Male.  Clinical  Indica- 
tions and  Methods  of  Administration,"  under  the  headinsf 
"Male  Menopause"  and  reading  as  follows  [R.  589]  : 

"Until  recently  the  male  menopause  has  been  ig- 
nored except  for  rather  bizarre  attempts  at  rejuven- 
ation by  testicular  graftings  or  by  tying  the  spermatic 
cord  (Stenach's  operation).  Perhaps  this  neglect  was 
due  to  the  conception  that  the  male  menopause  con- 
sisted merely  of  the  natural  diminution  and  final  loss 
of  libido  and  potency  in  advancing  years.  Little  heed 
was  given  to  the  less  obvious  but  more  important 
manifestations  consisting  of  mild  vasomotor  flushes, 
increasing  irritability,  failing  memory  and  decreased 
capacity  for  mental  efifort.  The  customary  day's  work 
is  not  accomplished  as  speedily,  as  cheerfully  or  as 
effectively  as  before.  We  are  inclined  to  believe  that 
during  this  period  conservative  androgen  therapy  is 
indicated  and  may  be  highly  beneficial.  However, 
care  must  be  exercised  to  avoid  undue  sexual  stimu- 
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lation,  especially  in  men  (314)  between  50  and  70 
years  of  age  who  suffer  from  hypertension  or  show 
evidence  of  arteriosclerosis  or  myocardial  damage." 

He  disagrees  with  the  statements  of  Dr.  Harry  Benjamin 
on  the  subject  of  impotence  and  its  treatment  by  testo- 
sterone appearing  in  the  "Urologic  and  Cutaneous  Re- 
view," Volume  50,  page  143,  March  1946,  and  reading 
as  follows  [R.  590-591]: 

"As  for  gratifying  general  results,  they  were  ob- 
served in  72%  of  the  cases  in  the  group  receiving 
parenteral  treatment,  and  in  71.4%  of  the  patients 
who  were  given  methyl  testosterone.  These  figures 
are  in  close  agreement  and  indicate  that  there  is  no 
difference  in  the  general  response  irrespective  of  the 
compound  administered.  Improvement  of  appetite, 
gain  in  weight  and  physical  strength,  amelioration  of 
urinary  disturbances  and  increased  memory,  endur- 
ance, ability  to  concentrate,  etc.,  were  frequently  ob- 
served in  both  groups." 

He  also  disagrees  with  the  views  of  Dr.  August  A.  Werner 
set  forth  in  the  Journal  of  Urology,  Volume  49,  page 
82,  June  1943,  entitled  "The  Male  Climacteric:  Additional 
Observations  of  37  Patients"  and  reading  as  set  forth  on 
page  591  to  and  including  page  597  of  the  record.  (We 
have  eliminated  quoting  that  article  because  of  the  ex- 
tensive character  of  it.)  With  regard  to  Dr.  Werner's 
article,  he  said  that  the  statements  of  the  author  are  ''ab- 
surd" [R.  597]. 
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2.      EVIDENCE    CONCLUSIVELY    IMPEACHING 
DOCTORS  HECKEL  AND  BELT. 

Notwithstanding  the  elaborate  tests  which  Drs.  Belt 
and  Heckel  both  stated  were  an  absolute  prerequiste  to  the 
prescription  of  testosterone  as  reflected  in  their  testimony 
hereinabove  narrated,  the  following  took  place  with  re- 
spect to  Dr.  Belt  subsequent  to  the  date  on  which  he  gave 
his  direct  testimony: 

(a)  Testimony  of  Allen  H.  Parkinson. 

On  June  24,  1949,  Allen  H.  Parkinson  went  to  Dr. 
Belt's  office  on  Wilshire  Boulevard,  arriving  there  about 
ten  o'clock  a.  m.,  asked  the  receptionist  if  he  could  see 
one  of  the  doctors  and  was  referred  to  Dr.  Ebert,  who 
asked  him  what  he  was  there  for  and  he  told  him  that  he 
would  like  some  testosterone.  The  doctor  asked  him  if  he 
had  ever  taken  it  before  and  he  replied  that  he  had  two 
years  ago  in  Salt  Lake  City,  that  a  Dr.  Openshaw  had 
prescribed  some  [R.  866].  He  told  the  doctor  that  he  had 
been  troubled  with  diminishing  of  the  testicles  and  penis. 
The  doctor  asked  him  if  he  was  taking  it  then  and  he 
replied  "No,"  but  that  he  continued  taking  it  at  frequent 
intervals  because  it  had  a  tonic  eft'ect  and  made  him  feel 
better.  The  doctor  asked  him  if  a  50  mg.  shot  of  testo- 
sterone propionate  would  be  satisfactory  and  he  replied 
that  it  would.  He  was  then  ushered  into  another  room  and 
in  a  few  seconds  a  laboratory  assistant  entered  and  took 
a  blood  sample  and  left  the  room  and  Dr.  Belt  came  in, 
gave  him  a  brief  rectal  examination  and  left.  Then  an- 
other technician  came  in  and  injected  him  with  a  50  mg. 
shot  of  testosterone  propionate.  Dr.  Belt  asked  him  what 
he  wanted  on  the  prescription,  how  many  tablets  he  would 
like.    Mr.  Parkinson  stated  that  he  would  like  100  10  mg. 
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tablets  and  Dr.  Belt  said  "All  right"  and  had  him  urinate 
in  three  glasses.  He  asked  him  how  he  took  them  and 
he  replied  that  he  took  three  or  four  a  day  and  then 
maybe  laid  off  three  or  four  days  depending  upon  how- 
he  felt  and  then  he  resumed  [R.  867].  Dr.  Belt  asked 
him  what  the  doctor  in  Salt  Lake  charged  him  and  he 
replied  "$5.00"  and  the  doctor  said  "All  right  pay  the 
girl  $5.00  on  your  way  out."  At  that  time  the  doctor 
wrote  a  prescription  for  him,  which  the  witness  identified 
at  the  time  of  trial.  He  paid  the  girl  $5.00,  obtained  a 
receipt  and  identified  the  receipt  at  the  trial  [R.  868]. 

(b)  Rebuttal  Testimony  of  Dr.  Belt. 

Dr.  Belt's  redirect  testimony  was  interrupted  during 
the  course  of  the  trial  by  reason  of  commitments  that  he 
had  elsewhere.  It  was  on  June  24,  1949,  the  day  after 
Dr.  Belt's  first  appearance  on  the  witness  stand,  that 
Mr.  Parkinson  made  the  visit  to  his  office  above  related. 
Following  that  visit  Dr.  Belt  was  called  to  resume  his 
testimony  for  the  Government  and  undoubtedly  in  realiza- 
tion of  the  fact  that  the  prescription  given  Parkinson  was 
at  variance  with  his  former  testimony,  he  gave  the  follow- 
ing answer  to  the  following  question  [R.  692]  : 

"Q.  Now,  you  mentioned  the  precautionary  exam- 
inations that  were  given.  Assume  for  a  moment, 
Doctor,  that  the  patient  told  you  that  he  was  referred 
by  another  doctor  who  gave  him  such  drugs  from  time 
to  time,  would  that  change  the  procedure  at  all?  A. 
Well,  if  a  patient  comes  to  me  referred  by  another 
physician  (436),  I  always  allow  the  other  physician 
the  benefit  of  whatever  doubt  that  might  exist  in  my 
mind  and  my  tendency  is  to  go  on  with  the  original 
treatment  he  has  established  until  I  can  communicate 
with  him  and  discuss  the  problem  with  him.     It  is 
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possible  that  the  patient  may  not  tell  me  things  that 
he  has  communicated  to  his  other  physician.  It  is  pos- 
sible that  I  may  not  see  things  in  that  patient  that 
the  other  physician  saw.  So,  in  the  first  place,  a 
generously  disposed  human  being  would  not  say  right 
away,  'Oh,  your  doctor  is  doing  the  wrong  thing. 
My  goodness,  this  is  the  trouble.'  But  you  would  con- 
form to  the  treatment  until  you  had  an  opportunity 
for  discussion  and  coming  to  a  common  understanding 
of  that." 

Then,  following  Parkinson's  testimony,  he  was  called  on 
rebuttal  and  testified  with  reference  to  Parkinson's  visit 
as  follows:  He  treated  Parkinson  professionally  on  June 
24,  1949.  The  examination  was  in  his  clinic  in  Los  An- 
geles. Parkinson  told  him  that  he  had  been  taking  testo- 
sterone over  a  period  of  about  two  years.  When  he  went 
into  the  room  where  Parkinson  was  he  reviewed  the  his- 
tory which  a  doctor  in  his  office  had  taken.  Parkinson 
said  that  he  had  been  receiving  a  weekly  maintenance  dose 
of  50  mgs.  of  testosterone.  The  doctor  was  testifying 
from  some  notes  which  he  said  were  made  at  or  about  the 
time  of  the  events  which  they  purport  to  reflect  and 
made  in  the  usual  course  of  business  [R.  938].  Parkin- 
son asked  him  for  a  prescription  for  10  mgs.  of  testo- 
sterone three  times  a  day.  He  asked  for  the  injections 
and  said  he  was  going  to  San  Francisco  and  wished  to 
have  a  maintenance  dose  to  take  with  him.  He  said  that 
he  had  been  referred  by  Dr.  Openshaw  [R.  939]  ;  that  two 
years  prior  to  that  visit  his  testicles  and  penis  had  begun 
to  atrophy  and  he  became  sexually  impotent;  that  Dr. 
Openshaw  of  Salt  Lake  City  had  been  treating  him  with 
a  weekly  maintenance  dose  of  50  mgs.;  that  he  had  been 
away  from  Salt  Lake  City  for  three  weeks  and  his  physi- 
cian recommended  that  he  come  to  Dr.  Belt  for  treatment. 
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The  doctor  stated  that  he  made  a  complete  examination  of 
Parkinson,  a  complete  general  physical  examination. 
Parkinson  took  ofif  his  clothes  and  he  examined  him  by 
first  observing  his  general  makeup,  and  his  eyes,  his  pupils, 
his  pharynx,  his  teeth,  felt  his  thyroid,  examined  his 
thorax,  took  his  blood  pressure,  determined  his  pulse  rate 
and  rhythm,  felt  of  his  abdomen,  looked  at  his  extremities, 
tapped  his  reflexes,  examined  his  external  genitalia,  put 
a  finger  in  his  rectum  and  examined  his  prostate  and  found 
no  contraindications  for  the  use  of  testosterones  [R.  940]. 
He  instructed  his  technician  to  take  a  blood  sample  and 
he  had  already  urinated  in  three  glasses  and  that  material 
was  examined.  The  blood  sample  was  taken  because  the 
patient  told  him  that  he  intended  to  return  and  the  doctor 
wanted  to  know  whether  or  not  the  acid  or  alkaline  phos- 
phatase had  changed.  He  gave  him  a  prescription  for 
testosterone  and  he  did  so  because  Parkinson  had  told 
him  that  he  was  under  the  treatment  of  Dr.  Openshaw  of 
Salt  Lake  City.  He  told  Parkinson  before  he  began  the 
examination  that  the  reason  for  it  was  that  they  examined 
people  carefully  who  asked  for  testosterone  or  who  were 
getting  it  to  be  sure  it  wasn't  doing  any  harm.  He  also 
stated  as  follows : 

*T  did  not  wish,  of  course,  to  undermine  Dr.  Open- 
shaw's  authority  with  his  patient.  This  man  pre- 
sented himself  to  me  as  a  transient  actually  under  the 
care  of  another  physician,  and  it  would  have  been  poor 
policy  and  poor  judgment  on  my  part,  as  well  as  poor 
medicine,  to  interfere  with  the  activities  of  his  own 
physician."     [R.  941-942.] 
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The  doctor's  notes  which  he  read  in  testifying  were  read 
into  the  record  and  showed  the  following  [R.  943] : 

"Q.  I  would  like  to  read  into  the  record,  if  I  may, 
the  portion  of  it  starting  down  here  with  [831]  'Com- 
plaint.' 

If  you  want  me  to  read  the  rest  up  at  the  top,  I  will. 

Mr.  Neukom :    Read  any  part  you  want. 

Mr.  Elson:     All  right. 

Q.  Commencing  with  'Complaint,'  Testosterone 
shots  only.' 

What  is  that  (indicating)?  A.  History  and 
physical. 

Q.  History  and  physical?  A.  Wait  a  minute. 
Past  history. 

Q.     What  is  this?    A.     H.  P.,  past  history. 

Q.  Oh,  H.  P.  A.  I  guess  that  is  history  and 
present  ailment. 

Q.     H.  P.  I.?    A.    History  of  past  illness. 

Q.  History  of  past  illness.  It  reads  as  follows: 
Two  years  ago,  this  man's  testicles  and  penis  began 
to  atrophy  and  he  became  sexually  impotent.  Dr. 
Openshaw  of  Salt  Lake  City  has  been  treating  him 
with  a  weekly  maintenance  dose  or  50  milligram 
testosterone  Neo-Hombreol.  He  has  been  away  from 
Salt  Lake  City  for  three  weeks.  His  physician  recom- 
mended that  he  come  here  for  the  same  shots.  He 
will  be  leaving  here  for  San  Francisco  shortly.  Wants 
oral  prescription  for  Metandren  10  milligram  tablets. 

On  the  reverse  side,  what  is  this?  [832]  A.  Ear, 
nose  and  throat. 

Q.  What  is  this  up  here  (indicating)?  A.  Pres- 
ent illness,  T.  I.,'  it  looks  like. 

Q.  And  something  here.  'P.  I.'  the  doctor  says 
indicates  present  illness.     The  nose,  ears,  eyes  and 


—26— 

throat,  what  is  that?  A.  Tonsillectomy  and  ade- 
noidectomy. 

Q.  Tonsillectomy  and  adenoidectomy.  And  then 
over  here,  'No  venereal  disease,  no  surgery,  general 
health  excellent;  two  children.'  What  is  that  (indi- 
cating)? A.  'Daughter,  age  13 — and  a  boy  aged  6 
and  a  girl  aged  4.' 

Q.  Boy  aged  6  and  girl  aged  4.  What  is  that 
(indicating)  ?    A.     'Living  and  well.'  " 

With  reference  to  the  $5.00  charge  for  this  examination, 
the  Court  asked  a  question  and  the  doctor  answered  as 
follows  [R.  945] : 

"Q.  (By  the  Court)  :  There  is  just  one  little 
item.  The  witness  Parkinson  testified  that  he  paid 
you  at  your  demand  $5.00  for  a  treatment.  How 
does  that  correspond  with  a  similar  treatment?  For 
a  new  patient  who  would  not  come  from  another 
doctor  [834]  ?  A.  If  this  patient  had  not  been  re- 
ferred to  me  from  another  doctor  and  if  this  were  not 
a  routine  thing,  a  routine  procedure,  we  would  have 
charged  him  very  much  more  for  this  entire  procedure. 
Of  course,  $5.00  wasn't  the  total  charge  here.  We 
explained  to  him  that  the  laboratory  test  would  be 
$6.50,  which  he  said  that  he  would  like  to  have  us  bill 
him  for  to  this  false  address  that  he  gave  us.  This  is 
a  purely  courtesy  situation  here.  A  patient  comes  in; 
he  is  being  treated  by  another  doctor  in  another  city; 
we  do  our  best  to  oblige  both  the  doctor  and  the  patient 
by  carrying  on  the  procedure  that  the  doctor  feels  is 
indicated.  I  asked  him  what  Dr.  Openshaw  charged 
him  for  this  treatment  and  he  said  $5.00.  As  a  matter 
of  fact,  $5.00  is  close  to  the  cost  of  50  milligrams  of 
testosterone  propionate.  I  don't  know  actually  what 
the  cost  is  to  our  office  from  the  pharmacy  but  it  is 
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not  under  that.  We  charged  him  the  same  thing  that 
his  doctor  charged  him,  as  a  matter  of  courtesy  to  that 
doctor,  and  we  didn't  charge  him  for  the  physical  ex- 
amination and  for  the  urine  analysis;  nothing  else 
except  for  the  laboratory  test." 

(c)  Testimony  of  Hannah  Shinglman. 

Testified  that  on  June  27,  1949,  she  went  to  the  office 
of  the  Elmer  Belt  Urologic  Group  in  Beverly  Hills  [R. 
892].  She  walked  into  the  office,  asked  to  see  Dr.  Belt  and 
was  told  that  he  was  not  there.  She  asked  to  see  another 
doctor  and  was  told  that  Dr.  LeTourneau  would  see  her. 
He  came  into  the  office  and  asked  what  he  could  do  for  her 
and  she  told  him  that  she  and  her  husband  had  been  here 
for  six  or  eight  months  and  previous  to  that  time  her 
husband  had  not  been  feeling  well  for  the  past  few  years; 
that  he  had  been  very  nervous,  was  jumpy  and  irritable, 
and  she  assumed  that  he  must  be  going  through  the  male 
change.  She  told  him  that  a  doctor  in  Chicago  had  given 
her  husband  some  shots  and  that  he  had  done  so  well  that 
the  doctor  had  put  him  on  tablets.  She  showed  him  a  bottle 
and  said  that  he  had  run  out,  and  Dr.  LeTourneau  then 
gave  her  a  prescription  for  these  tablets  which  were  for 
100  testosterone  linguets,  25  milligrams,  stating  that  one 
was  to  be  taken  daily.  She  identified  the  prescription  that 
she  received  at  that  time  at  the  time  of  trial.  Dr.  Le- 
Tourneau told  her  that  if  she  liked,  perhaps  her  husband 
would  like  to  come  in  for  an  examination.  She  told  him 
that  her  husband  was  quite  busy  and  in  the  meantime  he 
wrote  out  the  prescription  in  her  presence   [R.  892-894]. 
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(d)  Rebuttal  Testimony  of  Dr.  Le  Tourneau. 

Dr.  Le  Tourneau  was  called  in  rebuttal  and  stated  that 
he  was  an  M.  D.,  a  member  of  the  Belt  Urologic  Group 
and  recognized  Mrs.  Shinglman  as  having  been  in  his 
office  on  June  27,  1949  [R.  947].  When  she  came  into 
his  office  he  thought  she  was  a  new  patient  and  she  told 
him  that  a  Dr.  Willard  Shinglman  of  Cicero,  Illinois,  was 
her  husband's  brother,  and  that  he  had  directed  her  to 
their  office  and  that  Dr.  Shinglman  has  been  giving  his 
brother  testosterone  linguets  [R.  948].  He  advised  her 
that  she  should  have  Dr.  Shinglman  write  them  a  letter 
regarding  the  patient,  explaining  his  findings  and  the  need 
for  the  linguets  and  "we  would  gladly  provide  a  prescrip- 
tion for  Metandren  linguets"  and  he  gave  a  prescription 
for  100  tablets.  He  did  not  see  her  husband  at  all  but  told 
her  that  she  should  bring  her  husband  in  for  an  examina- 
tion [R.  949]. 

(e)  Testimony  of  Hazen  S.  Parkinson. 

With  reference  to  the  testimony  of  Dr.  Heckel  which 
has  hereinbefore  been  narrated,  and  particularly  with  re- 
spect to  the  tests  that  are  and  should  be  administered  prior 
to  prescribing  testosterones,  the  following  evidence  was  in- 
troduced by  the  defendants : 

Hazen  S.  Parkinson,  the  father  of  Allen  H.  Parkinson, 
drove  to  Chicago  with  his  son  and  arrived  there  June  27, 
1949  and  went  to  the  office  of  Dr.  Norris  J.  Heckel  shortly 
after  one  o'clock  in  the  afternoon.  He  told  the  nurse  in 
Dr.  Heckel's  office  that  he  wanted  to  see  Dr.  Heckel  [R. 
898-899].  In  a  few  moments  she  took  him  into  another 
room  and  a  few  moments  later  the  doctor  came  in.  Mr. 
Parkinson  introduced  himself,  showing  him  a  bottle  with 
a  label  on  it  "Metandren  Linguets,  500"  and  told  him  he 
wanted  to  get  the  bottle  refilled.     He  showed  him  a  pre- 
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scription  that  he  had  from  Dr.  Openshaw  for  testosterone 
by  injection.    He  told  Dr.  Heckel  that  he  was  going  on  a 
ship  [R.  904-905].     The  doctor  stated  that  he  had  just 
come  from  Los  Angeles  from  a  trial  [R.  905].    Mr.  Park- 
inson asked  him  if  there  was  anything  wrong  with  taking 
the  tablets,  anything  that  would  be  dangerous,  that  if  there 
was  he  didn't  want  them,  and  the  doctor  replied,  "Oh,  no, 
I  don't  know  as  they  will  do  you  any  damage,  but  we  don't 
want  them  sold  over  the  counter."     The  doctor  had  him 
urinate  in  a  glass  and  he  placed  his  finger  in  Mr.  Parkin- 
son's rectum  and  wrote  out  a  prescription  for  him  in  his 
presence.     Nothing  was  said  by  the  doctor  on  the  subject 
of  fertility  or  sterility.    He  told  the  doctor  that  on  the  ship 
he  would  be  rooming  with  other  men.     When  he  told  him 
that  he  wanted  500  tablets  the  doctor  remarked  that  that 
was  quite  a  few,  that  they  were  expensive,  and  Mr.  Parkin- 
son replied,  "Well,  if  you  have  ever  been  on  a  ship,  there 
are  three  or  four  men  to  a  room  and  every  time  you  take 
a  pill  someone  else  wants  one."     [R.  906.]     The  doctor 
asked  him  how  he  took  them  and  he  replied  one  or  two  a 
day,  according  to  how  he  felt,  and  the  doctor  replied  that 
he  would  put  down  one  a  day  and  he  could  take  them  the 
way  he  had  taken  them  before.    About  five  or  six  minutes 
was  consumed  from  the  time  he  walked  into  the  doctor's 
office  until  he  walked  out  with  the  prescription   [R.  906- 
907].    Mr.  Parkinson  at  the  time  of  his  visit  to  Dr.  Heckel 
was  65  years  old.     He  showed  him  his  Merchant  Marine 
card   [R.  908].     He  told  Dr.  Heckel  that  he  was  trying 
to  go  to  sea  and  that  he  was  gone  from  this  country  for 
long  periods  of  time  when  he  got  on  a  ship  and  that  he 
wanted  enough  testosterone  for  a  year  not  only  for  himself 
but  such  other  sailors  who  might  want  one  now  and  then 
[R.  911].     Dr.  Heckel  absolutely  did  not  tell  him  to  re- 
port to  his  physician  at  regular  intervals   [R.  912]. 
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(f)  Dr.  Heckel's  Letter  in  Rebuttal  to  Hazen  S.  Parkinson's 

Testimony. 

In  the  interests  of  saving  time,  counsel  for  the  defen- 
dants stipulated  with  the  Government  that  if  Dr.  Heckel 
were  called  on  rebuttal  he  would  testify  in  accordance  with 
the  letter  sent  by  him  to  Government  counsel  following 
Mr.  Parkinson's  visit  to  him.  The  stipulation  was  as  fol- 
lows [R.  923]  : 

"It  is  stipulated  and  agreed  that,  if  Dr.  Norris  J. 
Heckel  were  present  and  sworn  as  a  witness  to  testify, 
and  did  so  testify,  he  would  testify  that,  on  June  27, 
1949,  a  Mr.  Parkinson  came  to  his  office  in  Chicago 
and  stated  that  he  had  been  referred  to  by  a  former 
patient.  Parkinson  said  that  he  was  72  years  of  age, 
a  sailor  by  occupation  and  gone  from  the  country  for 
long  periods  of  time;  that  he  was  in  Chicago  as  a 
transient;  that  his  doctor  in  Salt  Lake  City  had  been 
giving  him  a  prescription  for  methyl  testosterone  and 
that  he  had  been  taking  this  drug  under  his  doctor's 
direction  for  the  past  several  years;  that  he  was  leav- 
ing the  country  and  needed  about  a  year's  supply  of 
testosterone  and  requested  a  prescription  for  a  year's 
supply.  He  showed  Dr.  Heckel  a  prescription  for 
testosterone  issued  by  another  doctor.  Dr  Heckel 
then  made  a  physical  examination  of  Parkinson,  which 
included  a  urine  analysis  and  a  rectal  examination  of 
the  prostate  and  found  no  contraindication  to  the 
use  of  testosterone;  he  found  that  Parkinson's  pros- 
tate was  of  normal  size,  shape  and  consistency,  with 
no  evidence  of  prostatitis;  and  that  he  then  renewed 
Parkinson's  prescription  for  methyl  testosterone  lin- 
guets  and  advised  him  to  report  to  his  physician  at 
regular  intervals." 
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3.  THE  EVIDENCE  OF  ALLEN  H.  PARKINSON  AND 
HAZEN  S.  PARKINSON,  COMPLETELY  AND  IN- 
CONTROVERTIBLY  REFUTED  THE  TESTIMONY 
OF  THE  GOVERNMENT  V/ITNESSES  ON  THE 
SUBJECT  OF  TESTS  GIVEN  BY  THE  GENERAL 
PRACTICING  PHYSICIAN  PRIOR  TO  PRESCRIB- 
ING TESTOSTERONE. 

(a)  Testimony  of  Allen   H.   Parkinson. 

Allen  H.  Parkinson  testified  that  on  June  30,  1949,  he 
called  at  the  office  of  E.  A.  Gummig  at  Pasadena,  Cali- 
fornia [R.  869]  and  asked  for  and  received  a  prescrip- 
tion for  100  methyl  testosterone  linguets;  that  at  no  time 
during  his  visit  did  the  doctor  lay  any  hands  upon  him  and 
he  was  not  in  Dr.  Gummig's  office  over  a  minute  [R.  870]. 

(b)  Testimony  of   Hazen   S.   Parkinson. 

During  the  course  of  Hazel  S.  Parkinson's  testimony 
at  the  trial  of  the  criminal  actions,  an  offer  of  proof  was 
made  as  follows  [R,  902-904]  : 

"I  also  offer  to  prove  that  Mr.  Parkinson  called  on 
several  doctors,  on  the  dates  mentioned  on  certain 
prescriptions,  throughout  parts  of  Los  Angeles  Coun- 
ty, and  talked  at  random;  that  in  each  instance  he 
went  into  the  doctor's  office,  told  the  doctor  that  he 
wanted  this  same  bottle,  the  one  he  used  when  he  saw 
Dr.  Heckel,  refilled,  and  asked  for  a  prescription; 
that  in  each  instance  he  received  a  prescription  for 
[764]  these  linguets  and  on  no  occasion  was  any- 
thing said  to  Mr.  Parkinson  about  sterility  or  fertility 
or  cancer  of  the  prostate,  nor  did  any  of  the  doctors 
lay  a  hand  on  him,  and  he  did  not  call  on  any  doctor 
who  turned  him  down  on  the  request  for  a  prescrip- 
tion. 
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"The  doctors  that  would  be  subject  to  Mr.  Parkin- 
son's testimony  in  that  regard  would  be  Dr.  G.  G. 
Ferbryck,  M.  D.,  516  Professional  Building,  117  East 
8th  Street,  Long  Beach,  California,  who  wrote  out 
a  prescription  for  Metandren  Linguets,  one  a.  m.  and 
p.m.,  and  the  date  was  June  29,  1949;  Dr.  Wayne 
P.  Hanson,  in  the  same  building,  on  June  30,  1949, 
wrote  out  a  prescription  for  500  10-milligram  Metan- 
dren Linguets,  directions,  one  linguet  daily;  that  he 
also  called  on  Dr.  George  D.  Stilson  and  Dr.  Milo 
Ellik,  together  in  the  same  office,  511  Professional 
Building,  117  East  8th  Street,  Long  Beach,  on  June 
30,  and  received  a  prescription  from  Dr.  Ellik  for 
500  Metandren  Linguets,  directions,  as  directed;  that 
he  called  on  Dr.  Raymond  W.  Kelso.  On  June  31, 
1949,  the  doctor's  address  being  117  East  8th  Street, 
Long  Beach,  who  wrote  out  a  prescription  for  250 
10-milligram  Metandren  Linguets,  with  directions, 
dissolve  one  on  tongue  each  day;  that  he  called  on 
George  B.  Hanson,  M.  D.,  716  Professional  Building, 
117  East  8th  Street,  Long  Beoch,  on  June  30,  1949, 
received  a  prescription  for  250  Metandren  Linguets, 
10  milligrams,  directions,  one  per  day;  that  he  [765] 
called  on  Dr.  H.  F.  Gramlich  on  June  30,  1949,  ad- 
dress, 117  East  8th  Street,  Long  Beach,  and  received 
a  precription  for  one  bottle  of  Metandren  Linguets, 
directions,  as  directed;  that  he  called  on  Dr.  P.  W. 
Prince  of  the  Bishop  Clinic  Staff,  117  East  8th 
Street,  Long  Beach,  on  June  30,  1949,  and  received 
a  prescription  for  250  10-milligram  Metandren  Lin- 
guets, directions,  I  guess  it  is,  one  daily,  dissolve  in 
mouth:  that  he  called  on  Dr.  L.  L.  Wiltse,  714  Pro- 
fessional Building,  117  East  8th  Street,  Long  Beach, 
on  June  30,  1949,  and  received  a  prescription  for  500 
Metandren  Linguets,  directions,  take  as  directed ;  that 
he  called  on  Dr.  Marvin  R.  Lauer,  829  East  Compton 
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Boulevard,  Compton,  California,  on  July  2,  1949, 
and  received  a  prescription  for  500  Metandren  Lin- 
guets,  10  milligrams,  directions,  use  as  directed;  that 
he  called  on  Dr.  Francis  J.  Ort,  107  North  Santa 
Fe  Avenue,  Compton,California,  on  July  2,  1949,  and 
received  a  prescription  for  500  Metandren  Linguets, 
directions,  two  daily;  that  he  called  on  Dr.  L.  C. 
Lowe,  706  South  Hill  Street,  Los  Angeles,  on  July 
1,  1949,  and  obtained  a  prescription  for  500  Metan- 
dren Linguets,  10  milligrams,  directions,  as  directed; 
that  he  called  on  Dr.  Glenn  E.  Jones,  403  West  8th 
Street,  Los  Angeles,  on  July  1,  1949,  and  received  a 
prescription  for  500  Metandren  Linguets,  10  milli- 
grams, directions,  one  or  two  per  day;  that  he  called 
upon  Dr.  R.  L.  Byron,  1015  Chapman  Building, 
756  South  Broadway  (766),  Los  Angeles,  on  July 
1,  1949,  and  received  a  prescription  for  500  Metan- 
dren Linguets,  10  milligrams,  directions,  one  as 
directed." 

At  that  trial  the  offer  was  refused.  However,  in  the 
stipulation  as  to  the  record  in  the  injunction  proceeding. 
No.   10391-HW,  it  was  stipulated  that: 

"If  Mr.  Hazen  S.  Parkinson  were  called  to  testify 
in  this  proceeding,  he  would  testify,  if  permitted, 
in  accordance  with  the  offer  of  proof  set  forth  on 
pages  762-767  of  the  transcript  of  record  in  the 
criminal  trial   [R.  269]." 

(c)  Stipulation  re:   Further  Evidence  of  General  Practicing 

Physicians. 

A  stipulation  was  entered  into  by  counsel  for  the  pur- 
pose of  conserving  time  and  this  stipulation  was  as  fol- 
lows [R.  929] : 

''Mr.  Danielson:  If  the  court  please,  in  an  effort 
to    conserve    time,    again,    it    is    agreeable    between 
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counsel  for  the  government  and  counsel  for  the 
defense  that  the  government  could  produce  additional 
general  practitioners  who  would  (810)  merely  serve 
to  corroborate  the  testimony  of  Dr.  Terrill,  and  like- 
wise, that  the  defense  could  produce  additional  gen- 
eral practitioners  who  would  tend  to  corroborate  their 
general  practitioners,  and  we  are  willing  to  stipulate 
as  to  that  fact  and  to  eliminate  further  testimony 
of  this  nature." 

That  stipulation  would,  of  course  embrace  as  well  the 
testimony  of  the  defense  doctors  which  now  follows; 

4.     TESTIMONY   OF   DEFENSE  WITNESSES, 
(a)  Dr.  William  A.  Swim. 

Was  called  as  a  witness  for  the  defense.  Is  a  Doctor 
of  Medicine,  received  his  degree  in  1915,  has  been  con- 
nected with  several  hospitals,  commenced  practice  in  Los 
Angeles  in  1918  and  has  specialized  in  internal  medicine 
since  that  time.  Internal  medicine  consists  of  the  diagnosis 
and  treatment  of  non-surgical  diseases,  non-obstetrical. 
He  was  formerly  a  member  of  the  Board  of  Medical  Ex- 
aminers of  the  State  of  Cahfornia  [R.  835-836].  If  a 
male  in  middle  life  comes  to  him  and  complains  of  nerv- 
ousness, flushes,  sweats,  chills,  general  weakness,  lack  of 
physical  strength,  impaired  memory,  inability  to  con- 
centrate on  activities  and  a  tendency  to  evade  them,  his 
practice  in  dealing  with  that  patient  and  those  symptoms 
is  to  take  a  general  history  of  the  person  and  past  illnesses. 
He  makes  a  physical  examination,  including  the  head  and 
neck,  chest  and  abdomen,  prostate  and  rectum  reflexes, 
general  appearance  of  the  skin  and  if  he  finds  no  evidence 
of  disease  of  a  specific  nature  he  prescribes  testosterone 
or  administers  it.    He  has  done  so  on  many  occasions  and 
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since  there  has  been  testosterone,  which  has  been  for  the 
last  ten  years,  in  commercial  quantities,  he  has  done  so, 
all  with  an  ever  increasing  number  of  cases  and  on  many 
of  those  occasions  he  has  found  that  after  administering 
the  drug  the  person's  symptoms  appeared  relieved.  On 
no  occasion  on  which  he  has  ever  administered  it  has  he 
ever  encountered  any  adverse  results  [R.  835-837].  He  as- 
sociates the  male  climacteric  with  a  diminution  of  the 
secretion  of  the  interstitial  cells  of  the  testicle.  This  usual- 
ly occurs  in  men  around  50  who  complain  of  fatigue,  lack 
of  concentration,  loss  of  memory,  loss  of  appetite,  sleep- 
lessness, sometimes  a  sense  of  heat  in  the  body  and  pro- 
fuse perspiration  [R.  837-838].  His  attention  was  called 
to  the  elaborate  procedures  which  the  Government  wit- 
nesses testified  were  necessary  to  be  followed  prior  to 
the  administration  of  testosterone  and  he  stated  that  he 
did  not  follow  those  procedures  but  rather  he  would  do 
just  what  he  had  said  he  would  do  [R.  838-839].  In  his 
opinion  the  attitude  of  the  average  patient  would  be  to 
refuse  to  follow  such  elaborate  procedures  if  they  were 
suggested  to  him  as  conditions  precedent  to  the  adminis- 
tration of  the  drug  [R.  839]  and  that  he  would  go  to 
some  other  doctor  who  would  not  go  through  that  pro- 
cedure [R.  840].  In  his  practice  he  prescribes  testosterone 
approximately  once  a  week  and  has  injected  testosterone 
propionate  into  other  doctors  on  more  than  one  occasion 
and  prior  to  such  injections  he  did  not  conduct  a  rectal 
examination  nor  did  the  doctor  patients  ask  for  it  [R. 
840-841].  He  does  not  share  the  opinion  of  Dr.  Heckel 
that  men  in  middle  life  do  not  generally  have  a  deficiency 
of  the  male  sex  hormone  because  their  concentration  of 
hormones  is  below  its  maximum.  With  reference  to  the 
individual  to  whom  he  would  administer  or  prescribe 
testosterone  if  the  individual  came  back  to  him  in  three 
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or  four  weeks  and  the  symptoms  had  disappeared  or  seem 
reheved,  he  would  conclude  that  he  had  supplied  with  a 
hormone  in  which  he  had  been  deficient.  If  the  symptoms 
were  not  relieved  he  would  change  the  dose  and  if  that 
kept  on  and  no  result  was  accomplished  he  would  try 
something  else  [R.  840-841].  It  is  not  his  practice  to 
conduct  the  elaborate  tests  testified  to  by  Dr.  Heckel  and 
he  is  unaware  of  any  other  doctors  in  this  locality  that 
conform  to  such  tests.  Never  in  his  experience  has  he 
performed  a  biopsy  of  the  prostate  to  determine  the 
presence  of  cancer  and  such  a  biopsy  if  made  would  not 
be  conclusive  in  that  part  of  the  tissue  that  might  be 
taken  out  might  not  be  the  part  affected  [R.  842].  He 
very  seldom  encounters  cancer  of  the  prostate  and  he 
thinks  that  he  has  seen  three  in  his  thirty  years  of  prac- 
tice. He  disagrees  with  the  testimony  of  Dr.  Heckel  as 
to  what  the  general  practitioner  would  do  in  the  way  of 
tests  on  which  an  individual  complaining  of  nervousness, 
etc.  prior  to  the  administration  of  testosterones  [R.  843- 
844]  and  he  has  never  conducted  such  tests  before  pre- 
scribing the  product  and  has  never  known  of  any  other 
doctor  who  has  done  so  other  than  in  the  experimental 
field.  He  has  read  articles  on  the  subject  of  testosterone 
in  its  relation  to  cancer  of  the  prostate  and  as  a  result 
of  his  reading  it  is  not  his  opinion  that  it  will  accelerate 
the  growth  of  such  a  cancer,  or,  within  the  doses  involved, 
be  dangerous  [R.  843-844].  It  would  be  impossible  to 
know  how  much  testosterone  over  and  above  that  which 
the  individual  naturally  produces  would  accelerate  cancer 
of  the  prostate  if  it  would  at  all,  because  cancer  has  no 
particular  line  of  progress.  It  is  the  one  lawless  thing 
in  human  pathology.  It  may  lie  dormant  for  many  years 
and  may  flare  up  without  any  provocation,  grow  rapidly 
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and  destroy  life  in  a  very  short  time.  The  pathology  of 
cancer  is  not  understood  and  there  is  no  orderly  procedure 
of  it   [R.  845-846]. 

He  has  never  found  25  to  50  mgs.  of  methyl  testosterone 
daily  to  induce  sterility  [R.  846].  With  reference  to  the 
testimony  of  Dr.  Nelson  that  the  effect  of  testosterone 
upon  the  sperm  producing  activities  is  determined  by  a 
biopsy,  taking  out  a  tissue  of  the  testes,  Dr.  Swim  stated 
that  he  knows  of  no  instances  where  that  has  been  done 
notwithstanding  Dr.  Nelson's  statement  that  it  was  very 
widely  done  today  [R.  847-848].  He  has  read  some  of 
the  literature  on  the  subject  and  in  his  opinion  as  a  result 
of  that  reading  testosterone  will  not  affect  sterility,  and 
such  of  the  literature  as  he  has  read  is  divided  on  the 
question  [R.  848-849]. 

(b)  Dr.  George  E.  Fakehaney. 

Testified  as  a  witness  for  the  defense.  Graduated  from 
Loyola  University  in  Chicago  in  1937  with  the  degree  of 
M.  D.  cum  laude.  Was  resident  physician  at  the  Good 
Samaritan  Hospital,  Los  Angeles  in  1939,  and  has  been 
admitted  to  practice  in  California  since  1938.  Is  a  mem- 
ber of  the  Los  Angeles  County  Medical  Association  and 
Hollywood  Academy  of  Medicine  [R.  740-741].  Is  en- 
gaged in  general  practice  as  a  medical  consultant  or  ex- 
aminer for  Technicolor  Motion  Picture  Corporation, 
Samuel  Goldwyn  Studios,  and  Radio  Corporation  of 
America  [R.  742].  In  his  practice  has  never  used  a  blood 
or  urine  test  for  detecting  cancer  of  the  prostate.  Doctors 
in  general  practice  do  not  use  that  type  of  examination. 
He  knows  of  no  other  examination  besides  rectal  examina- 
tion commonly  used  by  doctors  in  this  locality  to  detect 
cancer  of  the  prostate  [R.  743].    He  has  read  literature  on 
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the  subject  and  some  of  it  suggests  that  methyl  testoster- 
one might  possibly  aggravate  a  cancer  of  the  prostate  but 
the  literature  is  not  uniform  on  the  subject.  There  is 
much  confusion  on  the  subject.  He  has  encountered  can- 
cer of  the  prostate  on  an  average  of  about  once  a  year 
[R.  744].  During  the  war  he  gave  thousands  of  physical 
examinations.  Among  other  things,  he  was  the  doctor 
who  gave  them  for  the  Hughes  Aircraft  Corporation  and 
he  conducted  an  average  of  20  to  25  per  day  and  he  found 
no  cancer  of  the  prostate  to  exist  except  on  very  rare 
occasions  [R.  745].  He  has  prescribed  testosterone  in  his 
practice  on  an  average  of  about  once  a  day  and  has  never 
encountered  any  adverse  results  from  the  use  of  it  [R. 
745].  He  has  experienced  no  danger  in  the  use  of 
testosterone  [R.  746].  Testosterone  is  commonly  given 
to  a  patient  anywhere  from  45  to  70  who  complains  of 
unusual  weakness,  loss  of  memory,  etc.  It  is  given  parti- 
cularly when  there  is  nothing  else  that  you  can  point  to  as 
causing  the  symptoms.  When  a  patient  calls  on  him  and 
complains  of  those  symptoms,  he  usually  talks  with  him  for 
a  few  minutes  to  see  if  there  is  anything  else  that  bothers 
him,  or  whether  he  has  had  any  type  of  medical  care 
and  if  he  determines  that  the  patient  does  not  have  any 
organic  pathology  he  prescribes  or  injects  the  male  hor- 
mone and  trys  it  for  a  certain  period  of  time.  Usually  a 
month's  supply.  Many  of  the  persons  for  whom  he  has 
prescribed  it  have  obtained  benefits  and  some  have  not  and 
in  the  latter  case  he  determined  that  the  hormones  were 
ineffective  in  their  cases,  that  is,  they  were  not  suffering 
from  hormone  deficiencies.  That  it  quite  the  usual  pro- 
cedure in  the  practice  of  medicine.  In  the  practice  of 
medicine  to  a  large  extent  it  is  a  method  of  trial  and  error 
to  follow  a  certain  course  of  treatment  to  see  whether 
it  will  be  beneficial   [R.  748-749]. 
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With  reference  to  the  testimony  of  Dr.  Huggins  [R. 
566]  that  '^occasionally  we  are  forced  to  do  things  to 
human  beings  in  a  few  cases  to  make  a  few  observations 
that  are  not  strictly  in  the  patient's  best  interests"  it  was 
not  his  practice  to  experiment  with  patients.  That  is  done 
in  laboratories  [R.  751].  In  his  practice  he  finds  im- 
potence on  occasion  to  be  psychogenic  in  origin  and  some- 
times not,  but  he  has  prescribed  testosterone  for  persons 
who  complained  of  impotence  and  has  had  on  occasion 
good  results  [R.  752].  With  reference  to  Dr.  Heckel's 
statement  that  the  administration  of  testosterone  would 
destroy  the  seminiferous  tubules,  it  has  very  rarely  been 
mentioned  to  do  that  and  he  does  not  know  how  it  could 
be  proven,  particularly  when  you  are  dealing  with  a  human 
being  [R.  752-753].  He  knows  of  no  doctors  in  this 
locality  who  submit  patients  to  the  tests  mentioned  by  Dr. 
Heckel  [R.  753].  He  has  never  heard  of  any  doctor 
performing  a  biopsy  of  the  prostate  and  it  is  certainly 
not  common  practice  to  do  so.  A  biopsy  of  the  prostate 
is  commonly  done  by  inserting  an  instrument  through  the 
penis  and  cutting  a  piece  of  the  prostate  gland  [R.  754- 
755]. 

(c)  Dr.  Paul  E.  Travis. 

Graduated  University  of  Southern  California,  A.  B. 
1941,  Phi  Beta  Kappa,  University  of  Iowa  1942,  Masters 
degree  in  physiology,  M.D.  degree  University  of  Southern 
California  1946.  Two  years  in  the  service  at  the  Veterans 
Hospital,  Arizona,  returning  to  private  practice  1948. 
Has  used  testosterone  in  his  practice  and  used  it  at  the 
Veterans  Hospital.  Is  familiar  with  the  male  climacteric. 
The  symptoms  usually  associated  with  it,  loss  of  libido — 
sexual  drive — loss  of  a  feeling  of  sense  of  well  being. 
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nervousness,  irritability,  sleeplessness,  has  had  many- 
patients  of  middle  age  complain  of  those  symptoms,  and  on 
some  of  those  occasions  has  prescribed  testosterone  [R. 
788-789].  Some  of  those  patients  after  they  returned 
following  treatment  appeared  very  definitely  relieved  [R. 
790].  With  men  to  whom  he  has  prescribed  it,  they 
appear  to  sleep  better,  gain  weight — those  who  have  been 
losing  weight — improves  the  appetite,  imparts  a  general 
sense  of  well  being  and  better  able  to  concentrate.  When 
a  person  complains  to  him  of  such  symptoms,  he  tries  him 
out  on  the  drug  and  if  it  helps  him  he  concludes  that  the 
man  suffers  from  male  hormone  deficiency  [R.  791].  The 
usual  doses  are  25  to  50  mgs.  per  day  in  tablet  form.  With 
regard  to  the  tests  mentioned  by  Dr.  Thienes  that  would  be 
followed  by  a  general  practitioner,  he  stated  that  a  general 
practitioner  does  not  have  the  time  nor  does  the  patient 
usually  have  the  funds  to  undergo  such  expensive  labora- 
tory determinations  and  he  never  does  it  and  he  knows  of 
no  other  doctors  that  do  so.  In  the  practice  of  medicine 
it  is  common  to  diagnose  a  person's  condition  and  give  him 
what  he  thinks  will  relieve  him  and  if  that  does  not  work 
try  something  else.  That  is  the  practice  of  medicine 
[R.  792-793]. 

At  the  Veterans  Hospital  many  of  the  patients  were  hos- 
pitalized and  many  were  veterans  past  middle  age,  with 
concomitant  physical  ailments,  such  as  asthma,  etc.,  whom 
they  felt  would  be  given  added  energy  perhaps  to  make 
them  ambulatory  if  given  testosterone.  They  were  given 
testosterone  and  their  amount  of  energy  increased  as  well 
as  their  sense  of  well  being  and  they  improved.     Prior  to 
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giving  testosterone  to  such  patients,  they  just  gave  them 
a   general   physical   examination,    eye,    ear,    nose,    throat, 
heart,  lungs,  abdomen  and  prostatic.    A  prostatic  examina- 
tion takes  about  thirty  seconds.     In  his  experience  he  has 
never  encountered  any  adverse  results  in  the  use  of  testos- 
terone [R.  794].    He  does  not  agree  with  Dr.  Heckel  that 
males  of  middle  life  do  not  suffer  from  a  deficiency  of  the 
male   hormone   and   has    found   the   contrary    to   be   his 
experience.     He  does  not  follow  the  elaborate  tests  men- 
tioned  by   Dr.    Heckel   because   that   has    to   do    with   a 
speciahst's  laboratory  [R.  795].    The  17  ketosteroid  test  is 
a  rare  test  and  he  knows  of  no  doctors  in  his  section  of 
town  who  make  that  test  prior  to  prescribing  testosterone. 
He  has  never  performed  a  biopsy  upon  a  person's  prostate 
to  determine  whether  it  was  cancerous  but  he  has  referred 
patients  to  a  urologist  if  he  suspected  cancer.     He  knows 
of  no  general  practitioner  who  performs   such  a  biopsy 
and  if  a  doctor  suggested  it  to  a  patient  the  patient  would 
probably  never  come  back   [R.  796-797].     With  respect 
to  the  elaborate  tests  mentioned  by  Dr.  Heckel,  he  said 
that  no  general  practitioner  could  afford  to  follow  that 
test  on  any  patient  before  giving  him  such  a  simple  medi- 
cine as  testosterone  and  he  knows  of  no  doctors  who  do 
[R.  798-799].     He  has  read  literature  concerning  testos- 
terone and  its  relationship  to  cancer  of  the  prostate.    The 
articles  are  pro  and  con  on  the  subject.     Based  on  what 
he  has  read  and  from  his  experience,  he  absolutely  does 
not  consider  testosterone  to  be  dangerous   [R.  799-800]. 
With  regard  to  the  literature  received  from  the  three  prin- 
cipal manufacturers  of  testosterone,  he  considers  it  authen- 
tic and  states  that  it  is  the  practice  of  other  doctors  that 
he  knows  of  to  rely  upon  it  as  it  is  one  of  their  main 
sources  of  current  information. 


(d)  Testimony  and  Affidavit  of  Martin  A.  Clemens. 

Is  a  pharmacist,  admitted  in  1927,  and  purchased  tes- 
tosterone from  Roche-Organon  Company,  Ciba  Pharma- 
ceuticals Supply  and  Schering  Corporation,  and  received 
literature  from  those  corporations  in  connection  with  the 
products  purchased  from  them  [R.  696-697].  Since  1943 
he  has  sold  between  4,000,000  and  5,000,000  tablets  of 
testosterone.  Originally  they  were  sold  in  boxes  of  15, 
30  and  100  and  later  the  manufacturers  changed  them  to 
30,  100  and  500.  A  very  small  percentage  of  his  business 
comprised  the  15  tablets  to  a  box  containers — about  20% 
— about  70%  comprised  the  sale  of  the  boxes  containing 
30  tablets  to  a  box  and  about  10%  comprised  the  sale  of 
500  to  a  box  [R.  698-700]. 

With  regard  to  the  Government's  Exhibit  18  [R.  983], 
which  was  a  letter  from  Roche-Organon,  Inc.,  the  witness 
stated  that  notwithstanding  the  letter,  the  literature  sup- 
plied by  the  manufacturer  with  the  product  purchased  by 
him  was  supplied  to  him  in  large  numbers  [R.  719].  He 
was  told  by  the  manufacturers'  managers  to  ignore  the 
letter,  that  it  was  merely  put  out  to  appease  the  medical 
profession  and  they  kept  supplying  him  with  other  litera- 
ture from  then  on  [R.  735].  They  said  that  they  had 
to  keep  the  product  council-accepted  with  the  medical  pro- 
fession [R.  735-737]. 

By  the  stipulations  as  to  the  record  in  both  consolidated 
cases  [R.  266,  150],  the  affidavits  of  Martin  A.  Clemens 
[R.  55],  the  supplemental  affidavit  of  Clemens  [R.  119], 
and  other  supplemental  affidavit  of  Clemens  [R.  107]  were 
made  part  of  the  record  in  the  case  before  the  court  in  the 
injunction  proceedings,  as  well  as  the  affidavit  of  Eugene 
M.  Elson  [R.  49].  The  affidavits  of  Allen  H.  Parkinson 
were  likewise  made  part  of  that  record. 
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In  the  affidavit  of  Clemens  [R.  55]  was  set  forth  an 
analysis  of  the  charges  made  in  each  of  the  counts  and  the 
information  in  the  criminal  action,  No.  20596,  Criminal 
[R.  56-64].  No  affidavit  was  submitted  in  opposition  to 
that  analysis.  Following  that  analysis  a  recapitulation  of 
the  charges  was  set  forth  in  Clemens'  affidavit,  reading  as 
follows  [R.  64-65]  : 

"Recapitulating  the  aforesaid  charges  insofar  as  the 
same  are  material  to  this  litigation,  the  charges  of 
the  government  [in  the  criminal  case]  were  that  the 
labeling  of  said  products  so  shipped  constituted  a  mis- 
branding of  said  products  for  the  following  reasons: 

1.  That  said  labeling  falsely  represented  and  sug- 
gested that  said  products  would  be  efficacious  in  the 
treatment  of  the  conditions  enumerated  hereinbefore 
under  the  discussion  as  to  Count  I  in  violation  of 
Section  502(a)  of  the  Food,  Drug  and  Cosmetic  Act. 

2.  That  said  labeling  failed  to  bear  adequate  warn- 
ings against  use  in  those  conditions  where  it  might  be 
dangerous  to  health  in  that  the  labeling  failed  to  warn 
that  its  use  might  result  in  sterility  and  its  use  by 
individuals  with  early  and  incipient  carcinoma  of  the 
prostate  might  result  in  acceleration  of  the  malignant 
growth. 

3.  That  said  product  was  dangerous  to  health  in 
that  25-mg.  thereof  as  prescribed:  1-2  tablets  daily, 
[59]  would  be  dangerous  to  health  in  the  aforesaid 
respects  in  violation  of  Section  502(j)  of  said  Food, 
Drug  and  Cosmetic  Act." 

Clemens  pointed  out  in  his  affidavit  that  during  the 
criminal  action  he  took  the  position  that  the  symptoms 
referred  to  in  Exhibit  A  attached  to  his  affidavit  [R.  101] 
and  which  was  the  subject  of  the  mislabeling  charge  in 


the  criminal  action,  did  no  more  than  represent  that  the 
male  hormone  product  would  be  efficacious  in  the  treatment 
of  those  symptoms  if  the  individual  were  suffering  from 
a  male  hormone  deficiency  [R.  65] ;  that  in  support  of  the 
charges  contained  in  the  information,  witnesses  testified  in 
substance  as  set  forth  in  the  affidavit  [R.  66-94].  In  his 
affidavit  he  alleged  that  immediately  following  the  judg- 
ment of  conviction  he  consulted  with  legal  and  other  coun- 
sel with  respect  to  the  relabeling  of  the  product  "so  as  to 
conform  to  the  objections  made  by  the  Government  and 
disclosed  by  Government  evidence  in  said  criminal  action" 
[R.  95]  and  in  order  to  meet  the  objections  so  made  by  the 
Government  during  the  course  of  that  trial  all  of  the 
former  labeling  was  discarded  and  an  entirely  new  label 
was  redrafted  [R.  95-97],  A  copy  of  the  labels  so  re- 
drafted are  attached  to  that  affidavit  as  Exhibit  B 
[R.  105]. 

Responding  to  the  allegations  in  the  complaint  for  in- 
junction in  action  No.  10266-HW  that  5  milligrams  lin- 
guets  of  testosterone  have  no  therapeutic  value,  he  quoted 
from  the  United  States  Pharmacopoeia,  listing  the  dosage 
of  methyl  testosterone  as  follows    [R.  98]  : 

"Average  dose:     sublingual,  5  milligrams." 

He  quoted  from  the  14th  Edition  of  "Useful  Drugs, 
1947"  of  the  American  Medical  Association  listing  under 
methyl  testosterone  the  average  dosage : 

"Dosage :    Average  dose,  sublingual,  5  milligrams." 

He  also  quoted  from  the  American  Medical  Association 
publication  "Epitome  of  the  Pharmacopoeia  of  the  United 
States"  and  from  the  "National  Formulary,  8th  Edition" 
listing  under  methyl  testosterone  the  same  dosage. 
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He  alleged  that  the  relabeling  of  those  products  as  repre- 
sented by  Exhibit  B  was  done  in  good  faith  and  under 
expert  counsel  and  advice  to  comply  with  the  particulars  in 
which  the  former  labeling  was  contended  in  said  criminal 
action  to  be  deficient  [R.  98]. 

With  reference  to  the  allegations  of  paragraph  VI  of 
the  complaint   for   injunction   in  action   No.    10266-HW 
[R.  5]  he  alleged  that  shortly  after  the  judgment  in  the 
criminal  action  certain  window  and  store  displays  remained 
there  which  had  been  there  prior  to  the  institution  of  the 
criminal  action  and   this   was   because  of   the   press   of 
business  imposed  upon  him  in  attempting  to  organize  his 
business  in  such  a  manner  that  it  would  comply  with  the 
evidence  and  the  judgment  in  the  criminal  action,  but  that 
at  the  time  of  the  filing  of  the  complaint  in  the  injunction 
action  all  of  those  store  displays  had  been  taken  down 
[R.  99].     He  denied  that  in  any  advertising  since  the 
judgment  in  the  criminal  action  had  he  represented  in  news- 
paper advertising  that  these  drugs  would  be  efiicacious  in 
alleviating  a  variety  of  diseases  conditions  or  those  relat- 
ing to  sexual  impotence  in  men  or  change  of  life  in  women 
and  he  attached  as  Exhibit  "C"   [R.  106]  a  correct  copy 
of  the  only  advertisements  that  had  appeared  in  any  news- 
papers  since  the  date  of   the   judgment   in   the   criminal 
action  up  to  the  date  of  his  affidavit,  October   14,   1949 
[R.  99-100]. 

Mr.  Clemens  also  submitted  a  supplemental  affidavit 
[R.  119]  in  which  he  stated  that  with  respect  to  the  allega- 
tions in  the  complaint   for   injunction   that   5   milligrams 
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per  day  of  methyl  testosterone  have  no  therapeutic  value 
[Paragraph  X,  Complaint  for  Injunction;  R.  7],  no  charge 
or  claim  was  made  in  the  criminal  information  that  5 
milligrams  of  this  product  had  no  therapeutic  value, 
though  Counts  12,  13  and  14  of  the  information  [R.  315- 
323]  concerned  a  5  milligram  product.  He  also  alleged 
that  the  prescription  received  by  Hazen  S.  Parkinson  from 
Dr.  Norris  J.  Heckel  was  5  milligrams  per  day. 

Another  supplemental  affidavit  was  filed  by  Mr.  Clemens 
in  the  injunction  action  alleging  a  purchase  by  him  of  3 
bottles  each  of  Dr.  Pierce's  Favorite  Prescription,  Dr. 
Pierce's  Golden  Medical  Discovery,  Dr.  Miles  Nervine  and 
Lydia  E.  Pinkham's  Vegetable  Compound  [R.  107].  At- 
tached to  that  affidavit  was  the  carton  in  which  one  of  the 
bottles  of  Dr.  Pierce's  Favorite  Prescription  was  contained 
and  this  carton  was  Exhibit  A  to  that  affidavit  [R.  109]. 
Enclosed  within  the  carton  was  a  pamphlet  attached  to 
the  affidavit  as  Exhibit  B  [R.  110-111].  Also  attached 
to  the  affidavit  was  the  carton  in  which  the  bottle  of  Dr. 
Pierce's  Golden  Medical  Discovery  was  contained  and  this 
carton  was  attached  as  Exhibit  C  [R.  112].  The  carton 
in  which  the  Lydia  E.  Pinkham  Vegetable  Compound  was 
contained  was  attached  to  the  affidavit  as  Exhibit  D 
[R.  113].  Inside  the  carton  of  this  product  was  a  circular 
attached  to  the  affidavit  as  Exhibit  B  [R.  114-115].  The 
carton  in  which  Dr.  Miles  Nervine  was  contained  was 
attached  as  Exhibit  F  to  the  affidavit  [R.  116]  and  the 
circular  within  the  carton  was  attached  as  Exhibit  G 
[R.  117-118]. 
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(e)  Affidavit  of  Allen  H.  Parkinson. 

An  affidavit  was  filed  by  Allen  H.  Parkinson  in  the  in- 
junction action,  No.  10391-HW  [R.  199].  Mr.  Parkin- 
son analyzed  in  detail  the  counts  of  the  information  in  the 
criminal  action,  No.  20642-HW,  in  which  he  had  been  a 
defendant  [R.  200-205].  He  alleged  that  no  charge  was 
made  in  that  information  that  adequate  warnings  against 
the  use  of  those  products  under  certain  conditions  did  not 
appear  on  the  labeling  and  that  his  labeling  contained  a 
warning  statement  was  apparently  deemed  sufficient  by  the 
Government  [R.  205].  There  was  also  attached  to  his 
affidavit  as  Exhibit  A  the  leaflet  that  had  been  the  subject 
of  the  mislabeling  charge  in  the  criminal  action  [R.  243]. 
There  was  also  attached  another  leaflet  subject  of  the 
charge  in  the  criminal  action,  as  Exhibit  B  to  his  affidavit, 
in  which  a  warning  statement  appeared  which  was  appar- 
ently deemed  sufficient  by  the  Government  in  that  action 
[R.  249].  He  recapitulated  the  charges  in  the  informa- 
tion against  him  so  far  as  material  to  the  injunction  case 
as  follows  [R.  206]  : 

"Recapitulating  the  aforesaid  charges  insofar  as 
the  same  are  material  to  this  litigation,  the  charges 
of  the  Government  were  that  the  labeling  of  said 
products  so  shipped  constituted  a  misbranding  of  said 
products  for  the  following  reasons: 

1.  That  said  labeling  falsely  misrepresented  and 
suggested  that  said  products  would  be  efficacious  in 
the  treatment  of  the  conditions  enumerated  [202] 
heretofore  as  to  Count  I  in  violation  of  Section  502 
(a)  of  the  Food,  Drug  and  Cosmetic  Act. 

2.  That  said  labeling  failed  to  bear  adequate 
directions  for  use  in  that  the  directions  contained  on 
the  label  of  the  bottle  were  not  adequate  directions 
for  use." 
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He  also  alleged  that  during  the  criminal  action  he  took  the 
position  that  the  symptoms  referred  to  in  Exhibits  A  and 
B  attached  to  his  affidavit  [R.  243-249]  would  be  relieved 
if  the  individual  manifesting  same  were  suffering  from  a 
male  hormone  deficiency  and  that  these  leaflets  did  no 
more  than  make  such  a  representation  [R.  206].  In  his 
affidavit  he  likewise  summarized  the  testimony  of  the  wit- 
nesses in  the  criminal  action  whose  testimony  appears  in 
the  transcript  which  was  made  part  of  the  record  before 
the  court  in  the  injunction  action  [R.  208-232].  He  like- 
wise alleged  in  his  affidavit  that  following  the  judgment  in 
the  criminal  action  he  consulted  with  expert  counsel  on  the 
subject  of  relabeling  so  as  to  conform  to  the  objections  of 
the  Government  as  disclosed  by  the  Government  evidence 
in  the  criminal  action  [R.  232] ;  that  the  labeling  employed 
by  him  prior  to  the  criminal  action  was  discarded: 

"In  order  to  eliminate  the  objections  of  the  Govern- 
ment that  said  product  should  not  be  continued  over  a 
period  of  time  unless  under  the  supervision  of  a 
physician,  in  that  sterility  might  be  caused  thereby  or 
a  carcinoma  of  the  prostate  might  be  accelerated  in 
growth  thereby,  affiant  caused  to  be  placed  on  said 
label,  among  other  things,  language  to  the  effect  that 
said  product  should  be  taken,  1  tablet  upon  arising 
before  breakfast,  or  1  tablet  shortly  before  retiring, 
and  that  'the  maintenance  dosage  can  be  extended 
from  3  to  6  months  under  the  supervision  of  a 
physician.     (Emphasis  added.)   [R.  234]. 

"In  order  to  overcome  the  objections  made  by  the 
Government  in  said  criminal  action  that  an  individual 
layman  could  not  diagnose  his  need  for  said  product, 
affiant  caused  also  to  be  placed  upon  said  label  direc- 
tions as  follows : 
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'For  use  by  adult  males  deficient  in  male  hor- 
mone when  small  dosages  of  male  hormone  are  pre- 
scribed or  recommended  by  a  physician,  for  pallia- 
tive relief  of  such  symptoms/     (Emphasis  added.) 

"As  a  further  caution  to  users  of  said  product  that 
a  physician  should  be  consulted  for  the  purpose  of 
determining  whether  or  not  the  symptoms  manifested 
were  the  result  of  a  male  hormone  deficiency,  and 
further,  explanatory  of  the  label  language  above  re- 
ferred to  that  the  product  was  to  be  used  when 
'prescribed  or  recommended  by  a  physician,'  affiant 
caused  to  be  added  to  said  label  the  following : 

"  'It  is  impossible  for  a  layman  to  determine  whether 
he  has  a  male  hormone  deficiency,  as  similar  symptoms 
may  be  caused  by  other  conditions.  Therefore,  before 
taking  testosterone  a  physician  should  be  consulted 
since  testosterone  will  not  aid  or  relieve  symptoms 
not  associated  with  male  hormone  deficiency/  " 

He  also  alleged  that  in  order  to  meet  the  objections  and 
the  testimony  of  some  of  the  Government  witnesses  in  the 
criminal  case  that  should  testosterone  be  taken  by  young 
men  desirous  of  stimulating  their  sexual  desire  and  ability, 
it  might  result  harmfully  to  them  unless  under  the  guid- 
ance of  a  physician,  he  caused  to  be  placed  upon  the  label- 
ing, the  following  [R.  235]  : 

"Children  and  young  adults  must  not  use  except 
under  constant  direct  supervision  of  a  physician." 
(Emphasis  added.) 

He  also  alleged  in  his  affidavit  that  [R.  235] : 

"In  order  to  meet  the  objections  of  the  Government 
and  the  testimony  of  witnesses  produced  by  the  Gov- 
ernment in  said  criminal  action  in  the  case  of  United 
States  V.   El-0-Pathic  Pharmacy,  et  al,  Claim   No. 
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20596,  that  the  labeling-  involved  therein  did  not  con- 
tain adequate  warnings  against  the  use  of  said  product 
when  carcinoma  of  the  prostate  was  indicated  and 
without  adequate  warnings  of  the  use  of  said  product 
might  cause  sterility,  affiant  caused  to  be  placed  on 
said  labeling  the  following  cautionary  (226)  language, 
and  discarded  the  cautionary  language  formerly  em- 
ployed by  him  and  contained  on  Exhibit  'A'  and  'B' 
hereto  (to  which  no  objection  was  made  in  said  crim- 
inal action)  : 

'*  'The  male  hormone  should  not  be  taken  by  any- 
one with  carcinoma  of  the  prostate  or  urinary  reten- 
tion probably  due  to  carcinoma  of  the  prostate,  or  by 
anyone  with  cardiovascular  disease,  defects  of  sper- 
matogenesis, sterility  whether  absolute  or  partial,  or 
debilitation  due  to  disease.  Caution  should  be  exer- 
cised when  taking  hormones  for  long  periods  since 
they  have  been  reported  as  inhibiting  spermatogenesis. 
Take  only  as  directed^     (Emphasis  added.) 

With  respect  to  the  allegation  in  the  complaint  for  in- 
junction that  linguets  of  5  milligrams  had  no  therapeutic 
value,  paragraph  VIII,  Complaint  [R.  171],  he  likewise 
referred  to  the  same  references  as  set  forth  in  the  affidavit 
of  Clemens  to  the  United  States  Pharmacopoeia  the  14th 
Edition  of  "Useful  Drugs,  1947"  of  the  American  Medical 
Association,  and  the  publication  of  the  American  Medical 
Association  entitled  "Epitome  of  the  Pharmacopoeia  of  the 
United  States"  and  also  the  "National  Formulary,  8th 
Edition"  in  which  5  milligrams  was  the  suggested  dosage 
[R.  236-237].  He  also  alleged  that  in  the  criminal  action 
against  him,  No.  20596,  Criminal,  paragraphs  12,  13  and 
14  [R.  315-323]  involved  linguets  of  5  milligrams  but  that 
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no  charge  was  made  in  that  information  or  during  the 
course  of  trial  that  Hnguets  of  5  milHgrams  had  no  thera- 
peutic value  [R.  237]. 

Mr.  Parkinson  also  alleged  in  his  affidavit  [R.  230] 
that  following  the  complete  revision  of  his  labeling  he 
mailed  circulars  to  retail  druggists  throughout  the  United 
States  soliciting  their  business  for  the  purchase  from  him 
of  the  product  so  relabeled.  In  this  connection  he  mailed 
thousands  of  circulars  to  retail  druggists  doing  business 
solely  within  the  state  of  CaHfornia;  that  the  majority 
of  these  druggists  were  members  of  the  Southern  Califor- 
nia Pharmaceutical  Association,  Ltd.,  and  that  these  drug- 
gists requested  advice  of  that  association  whether  such 
product  might  be  sold  by  them  over  the  counter  without 
a  prescription;  that  these  inquiries  were  prompted  by  rea- 
son of  the  fact  that  following  the  conclusion  in  the  crim- 
inal action  articles  appeared  in  national  and  local  drug 
journals  advising  of  the  outcome  of  the  criminal  actions 
and  stating  that  as  a  result  of  the  judgment  therein  the 
product  could  not  be  sold  except  on  prescription ;  that  upon 
receipt  of  said  inquiries  from  these  druggists,  the  South- 
ern California  Pharmaceutical  Association,  Ltd.,  on  Sep- 
tember 15,  1949,  addressed  a  letter  to  Robert  S.  Roe,  Chief 
of  the  Los  Angeles  District  of  the  Food  and  Drug  Admin- 
istration enclosing  copy  of  the  circulars  sent  to  these  drug- 
gists by  Mr.  Parkinson  and  stating  that  their  members  re- 
quested advice  as  to  whether  the  products  could  be  sold 
over  the  counter  without  being  subject  to  prosecution  by 
the  Food  and  Drug  Administration;  that  within  a  few 
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days  after  receipt  of  that  letter,  Mr.  Roe  addressed  a  let- 
ter, in  words  and  figures  as  follows  [R.  241] : 

"Dear  Mr.  Baird : 

"I  have  your  letter  of  August  29,  transmitting 
copies  of  advertising  folders  that  have  been  distributed 
to  Pharmacists  throughout  Southern  California.  This 
material  offers  Hormones  for  over  the  counter  sale 
and  you  request  my  comment  on  the  application  of  the 
Federal  Food,  Drug  and  Cosmetic  Act. 

"It  is  our  view  that  products  containing  significant 
amounts  of  hormones  are  not  suitable  for  over  the 
counter  distribution,  because  adequate  directions  for 
use  and  adequate  warnings  can  not  be  devised  that 
will  enable  the  safe  and  effective  use  of  such  products 
by  the  lay  person.  Consequently,  such  preparations 
should  be  reserved  for  prescription  use.  The  over-the- 
counter  sale  of  such  products  received  in  interstate 
commerce  would  constitute  a  violation  of  the  Fed- 
eral Act. 

"It  is  our  view  that  products  containing  Therapeu- 
tically insignificant  amounts  of  hormones  would  be 
worthless  and  labeling  (231)  representing  them  as 
hormone  preparations  or  as  preparations  intended  for 
use  in  treating  hormone  deficiencies  would  be  mislead- 
ing. 

"Very  truly  yours, 

Robert  S.  Roe, 
Chief  J  Los  Angeles  District/' 

Mr.  Parkinson  then  alleged  that  following  the  exchange 
of  correspondence  mentioned,  copies  of  the  two  letters  re- 
ferred to  were  sent  to  all  member  retail  druggists  and 
appeared  as  well  in  national  and  local  drug  journals.  He 
alleged  on  information  and  belief  that  the  Food  and  Drug 
Administration  had  formed  a  policy  to  prevent  the  sale  of 
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methyl  testosterones  except  on  prescription,  whether  or 
not  there  was  any  statute,  rule  or  regulation  preventing 
the  sale  except  on  prescription;  that  the  Food  and  Drug 
Administration  intended  to  continue  to  harass,  annoy  and 
oppress  him  by  vexatious  litigation  in  order  that  this  policy 
might  be  carried  into  effect  and  in  order  that  he  might  be 
placed  in  a  position  where  he  could  no  longer  continue 
financially;  that  Mr.  Roe's  letter  was  calculated  and  in- 
tended to  destroy  Mr.  Parkinson's  retail  outlets  during 
the  pendency  of  this  litigation  notwithstanding  the  fact 
that  any  and  all  transactions  had  or  contemplated  between 
Mr.  Parkinson  and  druggists  in  California  would  be  intra- 
state transactions  and  wholly  removed  from  the  jurisdic- 
tion of  the  Food  and  Drug  Administration,  and  that  Mr. 
Roe  in  his  reply  did  not  intimate  or  suggest  that  the  ques- 
tion which  was  the  subject  of  his  letter  was  the  question 
at  that  time  and  now  involved  in  litigation  before  this  court 
[R.   242-243]. 

(f)  Affidavit  of  Eugene  M.  Elson. 

An  affidavit  was  filed  in  the  injunction  case,  No.  10266- 
HW,  by  Eugene  M.  Elson,  defense  counsel  [R.  49].  He 
alleged  that  he  obtained  from  the  Clerk  of  the  United 
States  District  Court  in  which  the  action  was  pending  the 
file  in  U.  S.  v.  Walter  Kurt  Max  Hassenstcin,  No.  19004, 
Criminal,  that  he  examined  all  of  the  documents  in  the 
file  and  copied  therefrom  certain  portions  of  those  docu- 
ments, that  the  defendant  in  that  action  was  prosecuted 
for  a  violation  of  Sections  352(f)(1)  and  352(f)(2), 
United  States  Code,  the  corresponding  sections  of  which 
in  the  Federal  Food,  Drug  and  Cosmetic  Act  are  Sections 
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502(f)(1)  and  502(f)(2);  that  the  information  quoted 
the  labeling  involved  as  follows  [R.  50-51]  : 

"Rx  5000 

"Important 

"To  be  used  as  directed  by  physician.  Not  to  be 
used  by  children  or  when  pregnant  or  (46)  in  the 
presence  of  serious  diseases  like  diabetes,  tuberculosis, 
cancer  or  when  abnominal  pains  (stomach-ache, 
cramps,  colic),  nausea,  vomiting  (stomach  sickness) 
or  other  symptoms  of  appendicitis  are  present.  Am- 
pules should  not  be  used  in  cases  of  nephritis,  myocar- 
ditis and  arteriosclerosis  and  threatened  rupture  of 
the  uterus.  Frequent  or  continued  use  of  this  prepa- 
ration may  result  in  dependence  on  laxatives.   *  *   *." 

This  affidavit  further  alleged  that  the  information 
charged  that  Section  352(f)(1)  U.  S.  C,  was  violated 
in  that  the  label  failed  to  reveal  the  reason  for  using  the 
drug;  that  Section  352(f)(2)  U.  S.  C,  was  violated  in 
that  the  "drug  contained  a  solution  of  Posterior  Pituitary 
and  the  statement,  to-wit  'should  not  be  used  in  cases  of 
nephritis,  myocarditis  and  arteriosclerosis'  in  the  labeling 
was  not  adequate  to  warn  against  use  of  the  drug  in  kid- 
ney disease,  heart  disease  and  hardening  of  the  arteries, 
and  in  that  the  labeling  of  said  drug  bore  no  warning 
against  use  by  persons  with  high  blood  pressure,'  "  that  a 
motion  to  dismiss  was  filed  with  supporting  points  and 
authorities;  that  the  Government  filed  points  and  authori- 
ties in  opposition  thereto  which  stated  in  part  [R.  51-53]  : 

"With  respect  to  the  alleged  misbranding  in  vio- 
lation of  Section  352(f)(1)  (Section  502(f)(1), 
Federal  Food,  Drug  and  Cosmetic  Act)  defendant 
rests  his  Motion  to  Dismiss  upon  the  contention  that 
nothing  in  that  Section  of  the  Act  requires  the  labeler 
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to  reveal  the  reason  for  the  use  of  (47)  the  article, 
particularly  since  the  labeling  contained  the  statement 
that  the  preparation  was  to  be  'used  as  directed  by 
physician.'  Plainly,  if  it  is  required  that  the  label- 
ing set  forth  the  reasons  or  conditions  for  which  the 
drug  is  to  be  used,  such  requirement  is  not  fulfilled  by 
a  statement  that  it  is  to  be  used  as  directed  by  a  physi- 
cian. Moreover,  such  a  direction  is  ambiguous  and 
provides  no  assurance  that  the  purchaser  will  con- 
sult a  member  of  the  medical  profession.  The  regula- 
tions promulgated  under  Section  352(f)(1)  (502(f) 
(1),  Federal  Food,  Drug  and  Cosmetic  Act)  pro- 
vide for  an  exemption  of  the  requirement  that  the 
labeling  contain  adequate  directions  for  use  if,  among 
other  things,  the  labeling  of  the  drug  bears  the  state- 
ment 'Caution :  To  be  dispensed  by  or  on  the  prescrip- 
tion of  a  physician  (21  Fed.  Reg.  (Com.  Supp.) 
Section  2.106(b)(4)).'  Defendant  has  not  taken  ad- 
vantage of  this  exemption  but,  rather,  has  carefully 
avoided  it.  Compliance  with  the  requirements  of  the 
exemption  would  assure  the  direction  and  guidance 
of  a  physician  in  the  use  of  the  drug.  The  statement, 
however,  placed  on  the  drug  by  defendant  does  not, 
as  stated,  give  any  such  assurance.  Thus,  the  situa- 
tion presented  is  apparently  one  where  the  drug  is 
so  dangerous  in  its  use  that  the  advice  of  a  physician 
is  ambiguously  suggested,  but  the  language  which 
would  insure  the  drug's  use  on  the  instruction  of  a 
(48)  physician  is  absent." 

That  the  points  and  authorities  of  the  Government  con- 
tinued further  at  considerable  length  on  the  theme  that 
Section  352(f)(1),  U.  S.  C,  required  labeling  to  state 
the  conditions  under  which  it  was  to  be  used  and  that  the 
warning  on  the  labeling  used  words  unknown  and 
"mysterious"  to  the  average  user.     In  reply  to  the  Gov- 
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ernment's  points  and  authorities,  the  defendant  filed  fur- 
ther points  and  authorities,  stating-  in  part  that  [R.  53]  : 
"When  there  is  taken  into  consideration  also  the 
fact  that  the  pleading  sets  forth  that  the  product  is 
to  be  used  'as  directed  by  physician,'  there  can  be 
no  intimation  that  the  statement  was  not  inserted  as 
a  warning  against  the  use  of  the  product  except  as 
designated  by  the  physician     *     *     *." 

The  defendants'  points  and  authorities  further  stated 
in  part: 

"The  matter  of  describing  cases  of  'nephritis, 
myocarditis  and  arteriosclerosis'  and  the  allegation 
that  these  diseases  should  be  described  as  'kidney, 
heart  disease  and  hardening  of  the  arteries,  respec- 
tively, has  no  precedence  in  our  law.  It  would  cause 
a  criminal  act  to  arise  if,  in  the  whimsy  or  caprice  of 
a  Government  official  the  identical  words  approved 
by  the  Government  were  not  used,    *    *    *." 

Thereafter  the  District  Court  rendered  its  opinion  en- 
tered in  the  minutes  of  the  court  as  follows  [R.  54-55]  : 

"Hall,  J. : 

"The  statement  on  the  label  'Important.  To  be 
used  as  directed  by  physician,'  is  in  my  judgment  an 
'adequate  direction'  for  the  use  of  the  product.  It 
is  not  to  be  used  at  all  unless  a  physician  directs  it. 
To  put  more  on  the  label  would  be  to  suggest  it 
could  be  used  without  the  direction  of  a  physician 
which  would  be  more  apt  to  be  false  and  misleading 
than  the  simple  statement  as  used. 

"The  words  'nephritis,  myocarditis  and  arterio- 
sclerosis' are  dictionary  words  which  are  commonly 
understood  to  mean  certain  types  of  kidney,  heart 
or  arterial  diseases.  The  warning  that  the  product 
should  not  be  used  in  such  cases  appearing  under  the 
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word  Important  together  with  the  statement,  'To  be 
used  as  directed  by  physician,'  is  an  'adequate  warn- 
ing' sufficient  to  comply  with  the  statute  as  to  all 
except  children,  and  is  not  false  or  misleading, 

"As  to  the  'adequate  warning  against  its  use  by 
children'  I  do  not  know  how  a  more  adequate  warning 
could  be  given  on  a  label  than  the  statement  'not  to 
be  used  by  children.' 

"The  motion  to  dismiss  is  granted." 

5.     REBUTTAL   EVIDENCE. 

(a)  Affidavit  of  Lewis  A.   Schinazi. 

An  affidavit  was  executed  by  Lewis  A.  Schinazi,  an 
inspector  of  the  Food  and  Drug  Administration,  in  case 
No.  10266-HW,  on  November  3,  1949.  The  affidavit  was 
obviously  intended  to  rebut  the  allegations  of  the  Clemens 
affidavit  concerning  the  relabeling  of  the  product  after 
the  criminal  case  [R.  94]  and  to  create  the  inference 
that  the  labeling  was  merely  a  subterfuge.  In  his  affidavit 
he  alleged  that  he  made  a  purchase  on  August  9, 
1949,  of  a  carton  of  methyl  testosterone  from  Mr. 
Clemens,  the  defendant  in  action  No.  10266-HW,  at  the 
place  of  business  of  defendant  in  that  case ;  that  the  sales- 
man asked  him  for  his  name  and  address,  stating  that  he 
wished  to  inform  him  (the  affiant)  about  new  products 
in  the  field  which  might  be  of  interest  to  him;  that  on 
November  2,  1949,  he  received  through  the  mail  from 
Vita-Pharmacals,  Inc.,  the  successor  to  El-0-Pathic 
Pharmacy,  some  documents,  consisting  of  three  circulars 
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attached  as  exhibits  to  his  affidavit,  one  a  price  Hst  and 
another  a  circular  pertaining  to  a  product  called  "Re- 
tarder"  and  a  circular  concerning  an  introductory  offer 
on  hormone  products  [R.  120-123]. 

(b)  Affidavit  o£  Albert  H.  Wells. 

This  affidavit  was  executed  by  Wells,  a  chemist  with 
the  Food  and  Drug  Administration,  and  was  obviously 
executed  to  rebut  the  contentions  of  the  defendants  that 
the  relabeling  was  done  in  good  faith  and  that  the  new 
label  was  intended  by  them  to  mean  what  it  said  (see 
Clemens  Affidavit  [R.  94-100]).  This  affidavit  alleged 
the  purchase  of  male  hormone  products  on  November  22, 
1949,  alleged  a  conversation  with  the  salesman  at  the  store 
of  the  defendant,  Vita-Pharmacals,  and  another  conver- 
sation on  November  23,  1949,  with  a  clerk  in  the  store. 
This  affidavit  was  filed  November  23,  1949  [R.  131-136]. 

(c)  Supplemental  Affidavit  of  Robert  S.  Roe. 

Robert  S.  Roe  executed  a  Supplemental  Affidavit  Decem- 
ber 1,  1949,  alleging  that  during  October  and  November 
of  that  year  he  conducted  two  investigations  "to  ascertain 
whether  the  labeling  of  the  male  hormone  products  dis- 
tributed by  Vita-Pharmacals  Company,  et  al.,  defendants 
in  the  above  entitled  proceedings,  in  fact  caused  purchasers 
to  consult  physicians  before  taking  the  drug"  and  attached 
to  his  affidavit  were  affidavits  of  individuals  who  had  been 
contacted  by  inspectors  under  his  supervision  on  that 
subject  [R.  136-147]. 


—59^ 

Obviously  this  affidavit  was  for  the  single  purpose  to 
determine  whether  people  who  bought  the  product  paid 
any  attention  to  the  label  and,  as  we  shall  point  out  in  our 
brief,  was  of  the  rankest  type  of  hearsay  and  of  no  evi- 
dentiary value  whatever. 

(d)  Affidavit  of  Walter  F.  McRae. 

Mr.  McRae  was  Acting  Chief  of  the  Los  Angeles  Dis- 
trict, Food  and  Drug  Administration.  His  affidavit  was 
executed  in  rebuttal  to  the  Supplemental  Affidavit  of 
Clemens,  attaching  cartons  of  Dr.  Pierce's  Favorite  Pre- 
scription, Dr.  Pierce's  Golden  Medical  Discovery,  Lydia  E. 
Pinkham's  Vegetable  Compound,  and  Dr.  Miles  Nervine 
[R.  107-118]. 

Mr.  McRae's  affidavit  alleged  that  a  seizure  action 
was  pending  in  Pennsylvania  against  the  Dr.  Pierce  rem- 
edies, that  the  Lydia  E.  Pinkham  preparation  is  currently 
under  investigation.  There  was  attached  to  his  affidavit 
an  advertisement  which  he  alleged  appeared  in  the  Los 
Angeles  Times  on  January  22,  1950,  purchased  by  the 
defendants,  Vita-Pharmacals,  Inc.  Apparently  the  pur- 
pose of  this  inclusion  was  on  the  theory  that  the  relabeling 
of  the  products  was  a  subterfuge  [R.  128].  This  affidavit 
also  attached  a  copy  of  a  letter  dated  January  16,  1950, 
addressed  to  the  California  State  Board  of  Pharmacy  by 
the  Director  of  Public  Health  of  that  state  urging  the 
Board  to  declare,  among  other  things,  that  testosterone 
was  a  dangerous  drug  and  should  only  be  sold  on  prescrip- 
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tion.  His  affidavit  further  stated  that  commencing  Febru- 
ary 7,  1950,  hearings  would  be  held  by  the  Board  on  the 
question.  Apparently  the  purpose  of  including  this  letter 
was  to  create  the  inference  that  the  Director  of  Public 
Health  was  of  the  same  view  as  the  Government.  Mr. 
McRae's  affidavit  was  sworn  to  January  27,  1950  [R.  126- 
131]. 

Under  the  stipulation  as  to  the  record  in  action  No. 
10266-HW,  the  Supplemental  Affidavit  of  Robert  S.  Roe, 
above  referred  to  [R.  136],  the  Affidavit  of  Wells,  the 
Affidavit  of  McRae  and  the  transcript  of  the  evidence, 
including  exhibits  in  the  criminal  cases,  were  made  part 
of  the  record  in  this  injunction  action,  subject  to  any 
objections  as  to  relevancy  and  materiality   [R.   150]. 

In  the  injunction  action  against  the  Hudson  Products 
Company,  No.  1039 1-HW,  the  above  referred  to  Supple- 
mental Affidavit  of  Roe,  the  Affidavit  of  McRae,  and  the 
transcript  of  the  evidence,  including  exhibits  in  the 
criminal  cases,  were  made  part  of  the  record  subject  to 
objections  as  to  relevancy  and  materiality   [R.  266]. 

It  was  further  stipulated,  however,  in  this  action  against 
Hudson  Products  Company  that  none  of  the  evidence  in 
the  transcript  pertaining  to  the  alleged  danger  of  using 
testosterone  under  certain  circumstances  was  introduced 
as  against  Allen  H.  Parkinson,  defendant  in  action  No. 
20642,  Criminal,  and  there  was  no  charge  by  the  Gov- 
ernment in  that  action  that  the  warning  statement  on  the 
labeling  involved  in  that  action  which  related  to  the 
product  sold  by  him  was  inadequate  [R.  266], 


(e)  Testimony  of  Dr.  Elwyn  Terrill. 

This  doctor  was  called  on  rebuttal  to  rebut  the  testi- 
mony of  the  defense  witnesses  to  the  effect  that  it  was 
general  practice,  at  least  in  the  Los  Angeles  area,  for 
general  practitioners  to  prescribe  testosterone  when  called 
upon  to  do  so,  without  in  any  way  submitting  the  patient 
to  the  elaborate  tests  mentioned  by  the  Government  wit- 
nesses. He  testified  at  the  criminal  case  and  stated  that 
he  practiced  in  Los  Angeles  and  in  his  practice  prescribes 
testosterone  occasionally  in  limited  field  and  that  he  takes 
a  very  careful  history  on  all  patients  and  examines  them 
completely  before  prescribing  it  [R.  925].  Among  his 
circle  of  friends  he  knows  that  those  precautionary 
measures  are  generally  taken  in  the  profession  [R.  926]. 
He  was  asked  the  following: 

"Q.  Now,  if  I  told  you  that  a  man  of  about  65 
years  called  on  each  of  the -doctors  whose  names 
appear  on  the  prescription  pads  that  you  have  ex- 
amined and  told  them  that  he  wanted  a  refill  of  this 
bottle  of  Metandren  Linguets,  which  is  Defendants' 
Exhibit  K,  500  Metandren  Linguets,  and  that  each 
one  of  those  doctors  wrote  a  prescription  for  this 
gentleman  without  laying  a  hand  upon  him,  would 
that  change  your  opinion  in  any  respect  as  to  the  or- 
dinary course  of  practice  pursued  by  doctors  in  this 
locality  in  the  use  of  testosterone?  A.  I  wouldn't 
think  that  was  general  practice  in  my  community,  at 
least  not  among  my  associates." 

His  office  is  in  the  same  building  in  which  the  Food  and 
Drug  Administration  offices  are  located  [R.  928]. 


—62— 

IV. 
APPLICABLE  REFERENCES  TO  THE  LEGIS- 
LATIVE HISTORY  PRECEDING  THE  EN- 
ACTMENT OF  THE  FOOD,  DRUG  AND 
COSMETIC  ACT  PERTINENT  TO  THE 
CONGRESSIONAL  INTENT  AS  TO  THE 
MEANING  OF  "ADEQUATE  DIRECTIONS 
FOR  USE"  AND  "ADEQUATE  WARNINGS." 

The  references  to  the  legislative  history  which  follow 
in  this  portion  of  the  Appendix  have  been  taken  in  their 
entirety  with  one  exception,  from  a  book  entitled  "Fed- 
eral Food,  Drug  and  Cosmetic  Act — A  Statement  of  its 
Legislative  Record"  prepared  by  Charles  Wesley  Dunn  of 
the  New  York  Bar  and  published  by  G.  E.  Stechert  & 
Company  in  1938.  This  book  compactly  and  in  one 
volume  gives  the  entire  legislative  record  of  the  Act,  in- 
cluding reports  in  the  House  and  in  the  Senate  and  the 
debates  and  covers  the  five  year  journey  of  this  Act 
through  the  Congress  until  its  final  enactment  in  1938. 
For  convenience  the  references  in  the  footnotes  to  the 
portions  of  this  book  will  be  for  example  to  "Dunn, 
page " 

As  introduced  in  the  Senate  in  1933,^  Section  8  of 
S.  1944  provided  that  a  drug  should  be  deemed  mis- 
branded  : 

"(d)  If  it  is  not  subject  to  the  provisions  of  para- 
graph (i)  of  this  section,  and  its  labeling  fails  to  bear 
complete  and  explicit  directions  for  use:  Proznded, 
That  the  Secretary  may  by  regulation  exempt  any 
drug  from  any  requirement  of  this  paragraph  if  he 
deems  such  requirement  unnecessary  for  the  protec- 
tion of  public  health." 


^Dunn,  p.  41. 
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That  Bill  died  in  the  Senate  Committee  and  was  super- 
seded by  S.  2000,  73rd  Congress,  Second  Session.^ 

At  the  Senate  hearings  on  S.  1944,  W.  G.  Campbell, 
then  Commissioner  of  Food  and  Drugs,  stated  concerning 
subparagraph  (d)  of  Section  8,  above  quoted,  as  follows: 

''Paragraph  (d)  is  merely  to  require  that  directions 
for  use  he  stated  on  drug  labels,  that  paragraph  (d), 
of  course,  should  be  read  in  connection  with  section 
4(a),  which  refers  to  the  use  of  drugs.  It  makes 
compulsory  the  use  of  a  label."^    (Emphasis  added.) 

Section  8  of  S.  2000,  73rd  Congress,  provided  that  a 
drug  should  be  deemed  misbranded:^ 

"(d)  If  its  labeling  fails  to  bear,  plainly  and  con- 
spicuously, complete  and  expHcit  directions  for  use: 
Provided,  That  where  any  requirement  of  this  para- 
graph, as  applied  to  any  drug,  is  not  necessary  for  the 
protection  of  the  public  health,  the  Secretary  shall 
promulgate  regulations,  as  provided  by  section  22, 
exempting  such  drug  from  such  requirement. 

''(e)  If  its  label  fails  to  bear  (1)  such  warnings 
as  may  be  prescribed  by  regulations,  as  provided  by 
section  22,  against  use  in  such  pathological  conditions 
or  by  children  where  its  use  is  contraindicated  and 
may  be  dangerous  to  health,  or  against  unsafe  dosage 
or  methods  of  administration  or  application;  and  (2) 
the  common  or  usual  name  of  the  drug,  if  any  there 
be:  Provided,  That  subdivision  (2)  of  this  para- 
graph shall  not  apply  to  drugs  subject  to  paragraph 
(b)  of  section  4." 


^Dunn,  p.  50 
8Dunn,  pp.  37,  1083. 
*Dunn,  pp.  56-57. 
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That  Bill  died  in  committee  and  was  superseded  by  S. 
2800,  73rd  Congress,  Second  Session.^ 

The  superseding  Bill — S.  2800 — 73rd  Congress,  Second 
Session,  provided  in  Section  8  as  follows:^ 

"(e)  If  its  labeling  fails  to  bear  plainly  and  con- 
spicuously (1)  complete  and  explicit  directions  for 
use,  and  (2)  such  warnings  in  such  manner  and 
form  as  may  be  prescribed  by  regulations,  as  provided 
by  section  22,  against  use  in  such  pathological  condi- 
tions or  by  children  where  its  use  is  contraindicated 
and  may  be  dangerous  to  health,  or  against  unsafe 
dosage  or  methods  of  administration  or  application: 
Provided,  That  where  any  requirement  of  subdivi- 
sion (1)  of  this  paragraph,  as  applied  to  any  drug, 
is  not  necessary  for  the  protection  of  the  public  health, 
the  Secretary  shall  promulgate  regulations,  as  pro- 
vided by  section  22,  exempting  such  drug  from  such 
requirement." 

The  report  in  the  Senate  on  S.  2800,   73rd  Congress, 
stated  as  follows:"^ 

"Paragraph  (e)  requires  that  the  labeling  of  drugs 
bear  complete  and  explicit  directions  for  use.  Such 
information  is  usually  necessary  to  the  proper  ad- 
ministration or  use  of  drugs,  hut  where  it  is  not 
necessary  authorization  is  provided  for  exemption 
from  any  requirement  of  this  paragraph  through  the 
operation  of  the  Public  Health  Committee.  (Em- 
phasis added.) 

^Dunn,  p.  67. 
^Dunn,  p.  76. 
'''Dunn,  p.  123. 
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"This  paragraph  also  defines  a  drug  as  misbranded 
if  its  labeHng  fails  to  bear  such  warnings,  as  may  be 
prescribed  by  regulations  set  up  through  the  opera- 
tion of  the  Public  Health  Committee  under  section 
22,  against  use  in  such  pathological  conditions  or  by 
children  where  its  use  is  contraindicated  and  may  be 
dangerous  to  health,  or  against  unsafe  dosage  or 
methods  of  administration  or  application.  There  are 
many  valuable  drugs  which  must  be  administered 
with  great  care.  They  are  just  as  potent  for  harm 
as  for  good.  The  mere  giving  of  directions  for  use 
may  not  avert  tragedy  resulting  from  likely  misuse, 
unless  accompanied  by  positive  warnings.  For  ex- 
ample, a  patient  suffering  from  asthma  may  take  a 
potassium  iodide  preparation  for  the  relief  of  the 
paroxysms,  but  if  he  has  an  arrested  case  of  tuber- 
culosis the  drug  may  quickly  render  it  dangerously 
active.  Or  the  last  doses  of  a  bottle  of  worm  medi- 
cine given  without  shaking  before  each  dose  may  be 
fatal  to  children  because  the  potent  principle  settles 
out  on  standing."    (Emphasis  added.) 

Senator  Copeland,  the  author  of  the  new  Food  and 
Drug  law,^  offered  his  own  statement  regarding  this  Bill 
and  what  he  conceded  it  to  be.^ 

With  reference  to  the  subject  of  directions  for  use  and 
warnings,  he  stated:^" 

"There  are  many  very  useful  drugs  which  should 
be  employed  only  with  great  care  and  discretion  be- 
cause in  improper  dosage  or  when  administered  to 
children  or  when  the  patient  is  suffering  from  certain 


^Dunn,  p.  37. 
»Dunn,  p.  159. 
"Dunn,  p.  162. 


disease  complications  the  effect  of  these  drugs  may 
be  disastrous.  S.  2800  provides  an  effective  safe- 
guard against  these  dangers  which  cannot  be  con- 
trolled under  the  present  law.  It  requires  that  all 
drugs  bear  explicit  directions  for  use  and  appropriate 
warnings  against  their  consumption  by  children  or 
in  certain  disease  conditions  where  the  use  is  contra- 
indicated  and  may  be  dangerous  to  health."  (Em- 
phasis added.) 

With  respect  to  Section  9(a)  of  S.  2800,  which  section 
dealt  with  false  advertising,  Mr.  Campbell  also  stated  :^^ 

"And  let  me  stop  just  at  this  point  to  comment 
upon  the  criticism  so  extensively  voiced  by  the  patent- 
medicine  interest  that  the  purpose  of  this  bill  is  to 
stop  self-medication.  This  paragraph  (a)  of  section 
9  would  certainly  be  unnecessary  if  it  were  not  con- 
templated that  self-medication  will  continue  in  the 
future  as  it  has  in  the  past.  Physicians  do  not  need 
such  information;  nor  would  they  need  but  little  of 
the  information  required  by  the  succeeding  para-^ 
graphs  of  this  section.  All  of  the  provisions  dealing™ 
with  drugs,  aside  from  those  recognized  in  the  official 
compendia,  are  directed  towards  safeguarding  the 
consumer  who  is  attempting  to  administer  to  himself. 
If  this  measure  passes,  self-medication  will  become 
infinitely  more  safe  than  it  has  ever  been  in  the  past." 

Senator   Copeland  also   stated   in   presenting  this   Bill 
that:'' 

"There  is  no  more  common  or  mistaken  criticism 
of   this   bill   than   that   it   denies   the   right   of   self- 


"Dunn,  p.  1195. 
i2Dunn,  pp.  89-90. 
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medication,  or,  as  the  objector  usually  put  it,  'You 
can't  take  an  aspirin  tablet  without  a  doctor's  pre- 
scription.' Nothing  could  be  further  from  the  truth. 
The  proposed  law  simply  contributes  to  the  safety  of 
self-medication  by  preventing  medicines  from  being 
sold  as  'cures'  unless  they  really  are  cures.  It  re- 
quires that  drugs  which  have  only  palliative  effect 
shall  say  as  much  on  the  label." 

At  the  hearings  before  a  subcommittee  of  the  House 
committee  on  interstate  and  foreign  commerce  on  S. 
5,  74th  Congress,  First  Session,  Mr.  Campbell  also  testi- 
fied. He  indicated  that  the  purpose  of  the  authority  to 
exempt  from  the  requirement  of  adequate  directions  was 
to  eliminate  the  necessity  of  drugs  or  products  to  be  used 
in  compounding  prescriptions — which  is  actually  one  of 
its  applications  under  the  regulations  promulgated  under 
Section  502  of  the  Act  (21  U.  S.  C.  352)^'— but  he  did 
not  forecast  any  such  extensive  rules  as  those  affecting 
drugs  which  the  Food  and  Drug  Administration  regards 
as  unsafe  or  inefficacious  for  use  except  under  medical 
supervision.^* 

S.  5,  as  reported  in  the  74th  Congress,  with  the  Senate 
committee's  substitute  report,  provided  that  a  drug  would 
be  deemed  to  be  misbranded  if  it  were  dangerous  to 
health  under  the  conditions  of  use  prescribed  in  its  labeling 
or  advertising.    The  report  stated  in  this  regard  :^^ 

"*  *  *  There  are  no  useful  products  which 
would  he  barred  from  the  market  under  this  provi- 
sion, since  labeling  with  proper  directions  for  use 


^^Regulations,  Sec.  1.106,  Title  21,  Code  of  Federal  Regulations 
(1949  Edition),  p.  17. 

"Dunn,  p.  1235. 

I'^Dunn,  p.  483. 
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would  remove  any  worth-while  article  from  this  ban. 
Under  the  present  law,  which  contains  no  provision 
of  this  character,  there  have  come  on  the  market  a 
number  of  dangerous  drugs  from  the  use  of  which 
many  authenticated  cases  of  death  and  impairment 
of  health  have  been  reported.  So  long  as  their  labels 
bore  no  false  or  misleading  statements,  the  public 
could  not  be  protected. 

"*  *  *  /f  is  not  intended  that  this  provision 
should  ban  the  sale  of  use  fid  drugs  of  this  kind  when 
they  are  appropriately  labeled."    (Emphasis  added.) 

It  would  be  presumed  that  if  the  committee  had  thought 
that  certain  essential  drugs  might  be  characterized  as  so 
unsafe  that  proper  labeling  could  not  be  devised  for  them, 
it  would  at  that  point  have  said  so,  but  no  reference  has 
been  found  in  the  history  of  later  versions  of  S.  5  which 
would  be  indicative  of  such  an  understanding. 

It  is  believed  that  it  may  be  properly  assumed  that 
Section  502(f)(2)  of  the  Act  (21,  U.  S.  C.  352(f)(2)) 
requiring  warnings  against  possible  misuse  was  regarded 
by  the  Congress  and  the  committees  as  sufficient  pro- 
tection of  consumers  against  misuse  of  the  class  of  drugs 
which  the  Food  and  Drug  Administration  now  contends 
must,  under  Regulation,  Section  1.106,  supra,  bear  the 
prescription  legend.  There  are  repeated  statements  and 
committee  reports  and  by  sponsors  of  the  several  bills 
that  the  purpose  of  the  section  was  to  guard  against  mis- 
use of  "potent"  drugs. ^® 


i«S.  Rep.  493,  73d  Cong.,  2d  Sess.,  Dunn,  p.  123. 

Statement  of  W.  G.  Campbell  in  hearings  before  a  subcommitee 
of  the  Senate  Committee  on  Commerce  on  S.  5,  74th  Cong.,  1st 
Sess.,  Dunn,  p.  1226. 

Letter  of  the  Secretary  of  Agriculture  contained  in  a  minority 
report  on  S.  5,  S.  Rep.  2139,  75th  Cong.,  Dunn,  p.  837. 
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Some  of  the  earlier  bills  leading  to  the  enactment  of 
the  present  Food,  Drug  and  Cosmetic  Act  provided  that 
advertisements  for  certain  named  diseases  "wherein  self- 
medication  may  be  especially  dangerous"  should  be  deemed 
false  except  when  disseminated  to  the  medical  profession/'^ 
No  comparable  provision  is  in  the  existing  Act. 

Senator  Copeland,  in  a  statement  referring  to  such  a 
provision  in  S.  5,  recognized  certain  criticisms  of  the 
profession  arising  from  a  fear  that  an  individual  "would 
no  longer  be  permitted  to  buy  any  favorite  prescription 
and  to  take  it  under  the  direction  of  the  label,"  and  he 
said  "0/  course,  that  zuas  not  the  intent  of  the  proposed 
law/'^^    (Emphasis  added.) 

S.  2800,  73rd  Congress,  died  on  the  Senate  Calendar.^* 
Then  S.  5,  74th  Congress,  First  and  Second  Sessions,  suc- 
ceeded S.  2800,  of  which  it  was  a  revision.^® 

Section  402  of  that  Bill  provided  that  a  drug  should  be 
deemed  misbranded  :^^ 

"(f)  If  its  labeling  fails  to  bear  plainly  and  con- 
spicuously ( 1 )  complete  and  explicit  directions  for  use, 
and  (2)  such  warnings  in  such  manner  and  form  as 
may  be  prescribed  by  regulations,  as  provided  by  sec- 
tions 701  and  703,  against  use  in  such  pathological 
conditions  or  by  children  where  its  use  is  contradicted 
and  may  be  dangerous  to  health,  or  against  unsafe 


i^S.  1944,  73d  Cong.,  1st  Sess.,  Sec.  (c),  Dunn,  p.  42;  S.  2000, 
Dunn,  p.  58;  S.  2800,  Dunn,  p.  77;  S.  5,  Dunn,  p.  200. 

^®79th  Congressional  Record,  part   1,   150. 

"Dunn,  p.  188. 

«>Dunn,  p.  189. 

2iDunn,  p.  197. 
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dosage  or  methods  or  duration  of  administration  or 
application:  Provided,  That  where  any  requirement 
of  subdivision  ( 1 )  of  this  paragraph,  as  appHed  to  any 
drug,  is  not  necessary  for  the  protection  of  the  pub- 
lic health,  the  Secretary  shall  promulgate  regulations, 
as  provided  by  sections  701  and  703,  exempting  such 
drug  from  such  requirement." 

Certain  amendments  were  made  to  S.  5  by  the  commit- 
tee on  commerce  and  the  Bill,  with  the  amendments,  was 
reported  in  the  Senate.^^ 

Section  402  of  the  amended  Bill  provided  in  part  as  fol- 
lows:'^ 

"(f)  If  its  labeling  fails  to  bear  plainly  and  con- 
spicuously (1)  complete  and  adequate  directions  for 
use,  and  (2)  such  warnings  in  such  manner  and  form 
as  may  be  prescribed  by  regulations,  as  provided  by 
sections  701  and  703,  against  use  in  such  pathological 
conditions  or  by  children  where  its  use  may  be  danger- 
ous to  health,  or  against  unsafe  dosage  or  methods  or 
duration  of  administration  or  application:  Provided, 
That  where  any  requirement  of  subdivision  (1)  of 
this  paragraph,  as  applied  to  any  drug  is  not  necessary 
for  the  protection  of  the  public  health,  the  Secretary 
shall  promulgate  regulations,  as  provided  by  sections 
701  and  703,  exempting  such  drug  from  such  require- 
ment." 

The  report  in  the  Senate  of  this  Bill  provided  with  re- 
spect to  subdivision  (f)  as  follows:^* 

"Paragraph  (f)  requires  that  the  labeling  of  drugs 
bear  complete  and  adequate  directions  for  use.     Such 


22Dunn,  p.  213. 
23Dunn,  p.  220. 
24Dunn,  p.  254. 
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information  is  usually  necessary  to  the  proper  admin- 
istration or  use  of  drugs,  but  zvhere  it  is  not  necessary 
authorization  is  provided  for  exemption  from  any  re- 
quirement of  this  paragraph  through  the  operation  of 
the  Public  Health  Committee,     (Emphasis  added.) 

"This  paragraph  also  defines  a  drug  as  misbranded 
if  its  labeling  fails  to  bear  such  warnings,  as  may  be 
prescribed  by  regulations  set  up  through  the  operation 
of  the  Public  Health  Committee,  against  use  in  such 
pathological  conditions  or  by  children  where  its  use 
may  be  dangerous  to  health,  or  against  unsafe  dosage 
or  methods  or  duration  of  administration  or  applica- 
tion. There  are  many  valuable  drugs  which  must  be 
administered  with  great  care.  They  are  just  as  potent 
for  harm  as  for  good.  The  mere  giving  of  directions 
for  use  may  not  avert  tragedy.  For  example,  a  patient 
suffering  from  asthma  may  take  a  potassium  iodide 
preparation  for  the  relief  of  the  paroxysms,  but  if  he 
has  an  arrested  case  of  tuberculosis  the  drug  may 
quickly  render  it  dangerous  active.  Or  the  last  doses 
of  a  bottle  of  worm  medicine  given  without  shaking 
before  each  dose  may  be  fatal  to  children  because  the 
potent  principle  settles  out  on  standing.  Warnings 
against  probable  misuse  are  therefore  essential  to  pub- 
lic-health protection"     (Emphasis  added.) 

A  substitute  report  on  S.  5,  74th  Congress,  was  sub- 
mitted in  which  was  stated"^  substantially  the  same  as  that 
contained  in  the  quotation  immediately  preceding. 

During  the  debate  in  the  Senate  on  S.  5,  74th  Congress, 
an  amendment  was  offered  to  strike  out  "prescribed  by 


2SDunn,  p.  484. 
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regulations,  as  provided  by  Sections  701  and  703"  and  in- 
sert "adequate"  so  as  to  read:^* 

"(g)  If  its  labeling  fails  to  bear  plainly  and  con- 
spicuously (1)  complete  and  adequate  directions  for 
use,  and  (2)  such  warnings  in  such  manner  and  form 
as  may  be  adequate  against  use  in  such  pathological 
conditions  or  by  children  where  its  use  may  be  dan- 
gerous to  health,  or  against  unsafe  dosage  or  methods 
or  duration  of  administration  or  application:  Pro- 
vided, That  where  any  requirement  of  subdivision  ( 1 ) 
of  this  paragraph,  as  applied  to  any  drug  or  device,  is 
not  necessary  for  the  protection  of  the  public  health, 
the  Secretary  shall  promulgate  regulations,  as  pro- 
vided by  sections  701  and  703,  exempting  such  drug 
from  such  requirement." 

This  amendment  was  agreed  to  by  the  Senate." 

This  Bill  as  reported  in  the  House,  revised  completely 
S.  5  and,  as  reported  in  the  House,  provided  in  part  that  a 
drug  should  be  deemed  misbranded  :^^ 

"(g)  If  its  labeling  fails  to  bear  plainly  and  con- 
spicuously (1)  adequate  directions  for  use,  or  (2)  such 
warnings,  in  such  manner  and  form^  as  are  required 
by  regulations  prescribed  by  the  Secretary,  against 
use  in  those  pathological  conditions  or  by  children 
where  its  use  may  be  dangerous  to  health,  or  against 
unsafe  dosage  or  methods  or  duration  of  administra- 
tion or  application:  Provided,  That  where  any  re- 
quirement of  subdivision  (1)  of  this  paragraph,  as 
applied  to  any  drug  or  device,  is  not  necessary  for  the 
protection  of  the  public  health,   the   Secretary  shall 


26Dunn,  p.  499. 
27Dunn,  p.  499. 
28Dunn,  p.  538. 
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promulgate  regulations  exempting  such  drug  or  de- 
vice from  such  requirement." 

The  report  in  the  House  of  S.  5,  74th  Congress,  stated 
with  reference  to  the  section  under  consideration  as  fol- 
lows :"^ 

"Section  402 Cg) :  In  this  paragraph  as  it  passed 
the  Senate  a  drug  or  device  is  deemed  to  be  mis- 
branded  unless  its  labeling  bears  such  warnings  in 
such  form  and  manner  as  may  be  adequate.  The 
committee  changed  this  to  require  such  warnings  as 
are  required  by  regulations  prescribed  by  the  Secre- 
tary; its  reason  for  so  doing  being  that  it  believed 
that  the  requirement  of  the  Senate  bill  was  so  vague 
that  it  might  be  held  to  be  invalid.  Certainly  the 
manufacturers  of  drugs  and  devices  would  have  had 
grave  difficulty  in  telling  what  warnings  would  have 
been  'adequate'  on  the  labeling  of  many  products.'' 

The  Senate  agreed  to  the  House  amendment.^" 
S.  5  of  the  74th  Congress  died  in  the  House.^^ 

S.  5,  75th  Congress,  as  introduced  in  the  Senate,  pro- 
vided that  a  drug  should  be  deemed  misbranded  :^"     • 

"(g)  H  its  labeling  fails  to  bear  plainly  and  con- 
spicuously CI)  adequate  directions  for  use,  or  (2) 
adequate  warnings  against  use  in  those  pathological 
conditions  or  by  children  where  its  use  may  be  dan- 
gerous to  health,  or  against  unsafe  dosage  or  methods 
or  duration  of  administration  or  application:     Pro- 


2®Dunn,  p.  555. 

^jynnn,  p.  605. 

"Dunn,  p.  6ZZ. 
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vided,  That  where  any  requirement  of  subdivision  ( 1 ) 
of  this  paragraph,  as  appHed  to  any  drug  or  device,  is 
not  necessary  for  the  protection  of  the  pubHc  health, 
the  Secretary  shall  promulgate  regulations  exempting 
such  drug  or  device  from  such  requirement." 

The  report  in  the  Senate  stated  that  with  respect  to  this 
Bill,  that  among  other  things  it:^^ 

"Requires  adequate  directions  for  use  of  drugs  and 
devices  and  appropriate  warnings  against  their  prob- 
able misuse  through  overdosage,  or  by  children,  or  in 
disease  conditions  where  they  may  be  dangerous." 

As  recommended  by  the  House  subcommittee.  Section 
502(f)  of  S.  5,  75th  Congress,  reads  as  follows :^^ 

"(f)   Unless  its  labeling  bears  (1)  adequate  direc- 
tions for  use;  and  (2)  such  warnings  against  use  in 
those  pathological  conditions  or  by  children  where  its 
use  may  be  dangerous  to  health,  or  against  unsafe 
dosage  or  methods  or  duration  of  administration  or  ap- 
plication, in  such  manner  and  form,  as  the  Secretary 
finds  necessary  for  the  protection  of  users   and  by 
regulations  prescribes :    Provided,  That  where  any  re- 
quirement of  clause  (1)  of  this  paragraph,  as  applied, 
to  any  drug  or  device,  is  not  necessary  for  the  pro-j 
tection  of  the  public  health,  the  Secretary  shall  promul- ; 
gate  regulations  exempting  such  drug  or  device  from] 
such  requirement." 

S.  5,  75th  Congress,  as  reported  in  the  House,  followed] 
the  Bill  as  recommended  by  the  House  subcommittee,  soj 
far  as  Section  502(f)  above  quoted  is  concerned.^ 


83Dunn,  p.  680. 
34Dunn,  p.  764. 
s^Dunn,  p.  805. 
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The  report  in  the  House  of  S.  5,  75th  Congress,  stated 
that  one  of  the  principal  respects  in  which  the  Bill  differs 
from  the  present  law  is  that  :^^ 

"Potent  drugs  liable  to  be  misused  must  bear  label 
warnings  against  probable  misuse." 

This  same  report  also  states  as  follows:" 

"Other  provisions  of  section  502  are  designed  to  re- 
quire the  labeling  of  drugs  and  devices  with  informa- 
tion essential  to  the  consumer.  The  hill  is  not  intended 
to  restrict  in  any  zvay  the  availability  of  drugs  for 
self-medication.  On  the  contrary,  it  is  intended  to 
make  self-medication  safer  and  more  effective.  For 
this  purpose  provisions  are  included  in  this  section  re- 
quiring the  appropriate  labeling  of  habit-forming 
drugs,  requiring  that  labels  bear  adequate  directions 
for  use  and  warnings  against  probable  misuse,  and 
setting  up  appropriate  provisions  for  deteriorating 
drugs."     (Emphasis  added.) 

The  statement  of  the  Managers  on  the  part  of  the 
House^^  was  read  and  stated  the  important  changes  from 
the  House  amendment,  one  of  them  being  with  regard  to 
warnmgs. 

''Warnings  against  misuse  of  drugs  and  devices. — 
Under  the  House  amendment  a  drug  or  device  is  con- 
sidered misbranded  unless  its  labeling  bears  such 
warnings  against  use  in  pathological  conditions  or  by 


3«Dunn,  p.  816. 

8^Dunn,  p.  822. 

38Dunn,  p.  992. 
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children  where  its  use  may  be  dangerous  to  health  or 
against  unsafe  dosage  or  methods  or  duration  of  ad- 
ministration or  application,  in  such  manner  and  form 
as  the  Secretary  finds  necessary  for  the  protection  of 
users  and  by  regulations  prescribes.  Under  the  con- 
ference agreement  a  drug  or  device  is  considered  mis- 
branded  unless  its  labeling  bears  such  adequate  warn- 
ings in  the  cases  specified  in  the  House  amendment  as 
are  necessary  for  the  protection  of  users." 

With  respect  to  the  subsection  under  consideration  and 
during  the  discussion  in  the  House  in  which  the  House 
agreed  to  the  conference  report  as  to  S.  5,  75th  Congress, 
Senator  Lea,  one  of  the  principal  proponents  in  the  Senate 
of  this  Bill,  stated  in  part  as  follows  :^° 

"The  conferees  also  agreed  upon  a  provision  re- 
quiring adequate  warnings  upon  the  label  against  use 
in  certain  pathological  conditions  or  by  children  where 
its  use  may  be  dangerous  to  health,  or  against  unsafe 
dosage  or  duration  of  use.  The  substance  of  the 
change  as  agreed  to  by  the  conference  is  that  the 
warning  must  be  'adequate'  instead  of  being  prescribed 
by  regulations  of  the  Secretary.  The  Secretary,  how- 
ever, can  prescribe  exemptions  to  those  rcgidations  on 
the  ground  of  impracticability."     (Emphasis  added.) 

The  Bill  as  introduced  in  the  Senate,  S.  5,  74th  Con- 
gress,^^  quoted  supra   (page  69  of  this  Appendix)    was 


^oDunn,  p.  999. 
-^iDunn,  p.  197. 


also  referred  to  by  Mr.  Campbell  during  Senate  hearings 
on  this  Bill.  With  reference  thereto  Mr.  Campbell 
stated.*^ 

''Suggestion  has  been  made  that  paragraph  (f)  be 
deleted.  This  proposal  is  advanced  in  the  understand- 
ing that  paragraph  401(a)(1)  makes  paragraph  (f) 
unnecessary;  401(a)(1)  deals  with  products  which 
are  of  a  toxic  or  poisonous  character  and  with  direc- 
tions for  their  use.  Paragraph  (f)  relates  more  to 
the  precautions  which  should  be  expressed  against  the 
misuse  of  potent  drugs.  This  is  particularly  true  in 
the  sale  of  powerful  sedative  drugs,  particularly  those 
which  affect  the  heart.  The  consumer  will  ordinarily 
be  without  knowledge  of  the  consequence  of  a  too  fre- 
quently repeated  use  and  might  be  induced,  in  fact 
frequently  is  induced,  through  securing  partial  relief 
from  the  first  dose,  to  repeat  or  increase  the  dose,  to 
his  very  definite  injury.  A  precautionary  statement 
against  misuse  in  this  manner  should  be  carried  in  a 
conspicuous  portion  of  the  labeling  of  such  products/' 
(Emphasis  added.) 

In  a  letter  from  the  Secretary  of  Agriculture  to  the 
Senate  November  25,  1937,  the  Secretary  requested  that  in 
order  "to  protect  the  public  from  drugs  which,  like  the 
'elixir,'  are  dangerous  because  of  their  inherent  toxicity,  it 
is  the  Department's  recommendation  that  legislation  be  en- 
acted to  provide  at  least  the  following  :^* 

"3.  Requirement  that  drug  labels  bear  appropriate 
directions  for  use  and  warnings  against  probable  mis- 
use.    Much  injury  results  from  insufficient  directions 
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and  from  lack  of  warning  against  overdosage,  or  ad- 
ministration to  children,  or  use  in  disease  conditions 
where  the  drug  is  dangerous,  or  possibility  of  drug 
addiction." 


81st  Congress 
2d  Session 

S.  3852 

A  Bill 

To  amend  section  503(b)  of  the  Federal  Food,  Drug,  and 

Cosmetic  Act. 

By  Mr.  Humphrey 

June  29  (legislative  day,  June  7),  1950 

Read  twice  and  referred  to  the  Committee  on  Labor  and 

Public  Welfare 


81st  Congress 
2d  Session 


S.  3852 


In  the  Senate  of  the  United  States 
June  29  (legislative  day,  June  7),  1950 

Mr.  Humphrey  introduced  the  following  bill;  which  was 
read  twice  and  referred  to  the  Committee  on  Labor 
and  Public  Welfare 

A  Bill 

To  amend  section  503(b)  of  the  Federal  Food,  Drug,  and 

Cosmetic  Act. 

Be  it  enacted  by  the  Senate  and  House  of  Representa- 
tives of  the  United  States  of  America  in  Congress  assent- 
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bled,  That  subsection  (b)  of  section  503  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  as  amended,  is  amended  to 
read  as  follows : 

"(b)   A   drug   dispensed   by   filling   or    refilling   a 
written  or  oral  prescription  of  a  physician,  dentist,  or 
veterinarian  licensed  by  law  to  administer  such  drug 
shall  be  exempt  from  the  requirements  of  section  502, 
except  paragraphs  (a),  (i)  (2)  and  (3),  (k),  and  (1), 
and  the  packaging  requirements  of  paragraphs    (g) 
and    (h),   if   the  drug  bears   a  label   containing  the 
name  and  address  of  the  dispenser,  the  serial  num- 
ber and  date  of  the  prescription,  or  of  its  filling,  the 
name  of  the  prescriber,  and,  if  stated  in  the  prescrip- 
tion, the  name  of  the  patient,  and  the  directions  for 
use  and  cautionary  statements,  if  any,  contained  in 
such   prescription.     This   exemption   shall   not   apply 
to  any  drug  dispensed  in  the  course  of  the  conduct  of 
a  business  of  dispensing  drugs  pursuant  to  diagnosis 
by   mail   or   otherwise    without    examination    of    the 
patient.    If  the  drug  is  intended  for  use  by  man  and — 

'(1)  is  a  habit-forming  drug  subject  to  the 
regulations  prescribed  under  section  502(d),  or 

'(2)  has  been  found  by  the  Administrator, 
after  investigation  and  opportunity  for  public 
hearing,  to  be  unsafe  or  ineffective  for  use  with- 
out the  professional  diagnosis  or  supervision  of  a 
physician  or  dentist,  or 

'(3)  if  an  effective  application  under  section 
505  limits  it  to  use  under  the  professional  super- 
vision of  a  physician  or  dentist, 

such  exemption  shall  apply  only  if  such  drug  is  dis- 
pensed upon  a  written  prescription  of  a  physician  or 
dentist  licensed  by  law  to  administer  such  drug  or  upon 
an  oral  prescription  of  such  physician  or  dentist  which 


—80— 

the  prescriber  agrees  to  confirm  in  writing  within  sev- 
enty-two hours,  or  is  dispensed  by  refilHng  a  prescrip- 
tion if  such  refilHng  is  authorized  by  the  prescriber  in 
the  original  prescription  or  by  oral  order  and  agree- 
ment of  the  prescriber  to  confirm  such  order  in  writ- 
ing within  seventy-two  hours. 

"The  Administrator  may  by  regulation  remove 
drugs  subject  to  section  502(d)  from  the  provision  of 
this  subsection  when  such  requirements  are  not  neces- 
sary for  the  protection  of  the  public  health. 

"A  drug  which  is  subject  to  clause  (1),  (2),  or 
(3)  of  this  subsection  shall  be  deemed  to  be  mis- 
branded  if  at  any  time  prior  to  dispensing  its  label 
fails  to  bear  the  statement  'Caution :  Federal  law  pro- 
hibits sale  or  dispensing  without  prescription'. 

'The  act  of  dispensing  a  drug  contrary  to  the  pro- 
visions of  this  subsection  shall  be  deemed  to  be  an  act 
which  results  in  the  drug's  being  misbranded  while 
held  for  sale." 
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United  States  Court  of  Appeals 

FOR  THE  NINTH  CIRCUIT 

No.  12,666 


LEO  LICHTENSTEIN,  LIBBIE  LICHTENSTEIN  and 
BRYON  J.  LICHTENSTEIN,  individually  and  trad- 
ing as  Harlich  Manufacturing  Company  and  Loomis 
Manufacturing  Company,    Petitioners, 

vs. 

FEDERAL  TRADE  COMMISSION,     Respondent. 


PETITION   TO   REVIEW   AN    ORDER   OF 
THE    FEDERAL   TRADE    COMMISSION 

Come  now  the  above  named  petitioners  and  respectfully 
petition  the  Court  for  a  rehearing  hereof  for  the  following 
reasons. 

Petition  for  Rehearing 

I. 

One  of  petitioners  points  is  that  the  only  acts  and  prac- 
tices within  the  iurisdiction  of  the  Federal  Trade  Commission 
are  acts  and  pracdces  which  are  either  unfair  to  competitors, 
consumers,  or  both.  To  sustain  this  proposition  the  petition- 
ers as  part  of  their  argument  on  this  point  cited  the  testirnony 
of  the  late  Commissioner  Davis  given  before  the  committee. 
This  testimony  showed  clearly  that  the  only  purpose  of  the 
Wheeler  Lea  Amendment  was  to  give  the  commission  ad- 
ditional jurisdiction  to  protect  the  consumer.  On  this  point, 
the  oninion  herein  refers  to  the  history  of  the  act  and  in  a 
footnote  sets  out  some  of  the  comments  made  by  the  author 
of  the  amendment,  Mr.  Lea.  In  the  footnote  it  is  said: 

"Indeed,  the  principle  of  the  act  is  carried  further  to 
protect  the  consumer  as  well  as  the  competitior.  In 
practice  the  main  feature  will  be  to  relieve  the  com- 
mission of  this  burden,  but  we  go  further  and  afford 


a  protection  to  the  consumers  of  the  country  that  they 
have  not  heretofore  enjoyed." 

And  Senator  Wheeler  as  set  out  in  the  same  footnote 
stated: 

"This  amendment  makes  the  consumer  who  may  be 
injured  by  an  unfair  trade  practice  of  equal  concern 
before  the  law  with  the  merchant  injured  by  the  un- 
fair methods  of  a  dishonest  competitor." 

The  review  of  the  history  of  Section  5  (a)  substantiates 
petitioners  contention  that  the  only  acts  and  practices  which 
are  within  the  jurisdiction  of  the  Federal  Trade  Commission 
are  acts  and  practices  which  are  either  unfair  to  competitors, 
consumers  or  both. 

It  is  self-evident  and  the  commission  admits  that  the 
acts  and  practices  complained  of  in  this  proceedings  are  not 
unfair  to  competitors  or  consumers.  Therefore,  petitioners 
conduct  is  not  within  the  purview  of  the  Federal  Trade  Com- 
mission Act  and  because  of  this  the  order  issued  herein  should 
be  set  aside. 

11. 

Neither  the  case  of  Charles  A.  Brewer  and  Sons  vs. 
Federal  Trade  Commission,  158  F.  2d  74,  nor  the  Globe 
Cardboard  Novelty  Company  case  were  decided  upon  the 
basis  that  the  practices  herein  involved  were  unfair  to  com- 
petitors or  consumers.  Both  cases  were  predicated  upon  the 
erroneous  assumption  that  the  intrastate  use  of  punch  boards 
is  within  the  Federal  Trade  Commission  Act.  It  is  funda- 
mental as  both  opinions  are  predicated  upon  this  assumption 
that  if  the  assumntion  is  erroneous  then  the  decisions  are 
also  erroneous.  The  assumption  is  without  question  er- 
roneous because  the  Supreme  Court  has  so  held.  In  other 
words,  these  two  cases  have  overruled  the  Supreme  Court. 

III. 

It  is  the  petitioners  contention  that  what  may  have  beeni 
said  concerning  Public  Law  906,  81st  Cong.,  2d  Sess.,  ap-j 


proved  January  2,  1951,  forbidding  the  transportation  of  slot 
machines  has  no  bearing  upon  the  power  given  to  the  Federal 
Trade  Commission.  Had  the  Bunte  case  been  taken  into  con- 
sideration at  the  time,  undoubtedly  those  remarks  would  not 
have  been  made.  What  the  Supreme  Court  says  certainly 
should  have  more  authority  than  what  the  6th  Circuit  says. 
When  the  Supreme  Court  construed  the  Federal  Trade  Com- 
mission Act  remarks  in  a  congressional  report  or  statement 
by  members  of  Congress  cannot  override  the  Supreme  Courts 
ruling.  Petitioners  position  is  that  the  saving  clause  of  the 
slot  machine  act  must  be  interputed  in  the  light  of  the  hold- 
ing by  the  Supreme  Court  in  the  Bunte  case. 

IV. 

Petitioners  failed  to  clearly  present  to  this  court  their 
contention  concerning  the  public  interest.  The  opinion  here- 
in states : 

"Petitioner  further  urges  that  the  prevention  of  the 
use  of  its  gambling  devices  in  the  sale  of  merchandise 
to  the  ultimate  consumer  is  not  in  the  public  interest." 

This  is  not  our  contention  at  all.  Our  contention  is  that 
it  is  not  to  the  public  interest  as  that  expression  is  used  in 
the  Federal  Trade  Commission  Act  to  issue  a  cease  and  de- 
sist order  against  petitioners  shipping  punch  boards  in  inter- 
state commerce.  Our  reasons  are  as  follows :  The  stopping 
of  the  interstate  shipment  of  punch  boards  will  not  in  any 
degree  minimize  the  distribution  of  merchandise  by  lotteries. 
Because  punch  boards  are  not  the  only  devices  used  for  this 
purpose  so  that  if  the  use  of  all  punch  boards  is  eliminated 
the  distribution  of  merchandise  by  lotteries  would  go  on 
unabated.  Furthermore,  practically  every  state  in  the  Union 
has  some  form  of  a  punch  board  or  push  card  factory,  the 
local  factories  furnish  all  the  punch  boards  needed.  It  seems 
to  the  petitioners  that  it  is  obvious  that  the  public  are  not 
interested  in  the  Federal  Government  spending  all  the  money 
it  is  spending  in  proceedings  of  this  type  when  the  only  re- 
sult is  that  petitioners  are  stopped  from  shipping  of  punch 


boards  in  interstate  commerce  which  has  absolutely  no  effect 
on  the  use  of  lotteries  to  distribute  merchandise. 

V. 

Petitioner's  wish  to  again  press  their  point  that  the  order 
issued  herein  is  broader  than  the  complaint,  therefore  the 
order  must  be  modified  in  such  manner  as  will  bring  it  with- 
in the  limited  allegations  of  the  complaint.  On  this  point,  the 
Supreme  Court  has  held,  in  the  case  of  Federal  Trade  Com- 
mission vs  Gratz,  253  U.  S.  421,  427  40  S  ct,  572,  574, 
64  L  ed  993,  ''The  things  which  may  be  prohibited  is  the 
method  of  competition  specified  in  the  complaint.  Such  an 
order  should  follow  the  complaint ;'  otherwise,  it  is  improvi- 
dent, and,  when  challenged  will  be  annulled  by  the  court." 

The  complaint  alleges  that: 

"Petitioners  supplies  to,  and  places  in  the  hands  of 
persons,  firms  and  corporations  the  means  of  and  in- 
strumentalities for,  engaging  in  unfair  acts  and  the 
practices  within  the  intent  and  meaning  of  the  Federal 
Trade  Commission  Act."  (Rec.  22) 

Under  the  principle  of  law  set  out  by  the  Supreme  Court 
in  the  Gratz  case,  supra ;  the  order  should  be  modified  to  read 
as  follows : 

The  petitioners  are  ordered  to  cease  and  desist  from 
placing  in  the  hands  of  persons,  firms  and  corpora- 
tions the  means  of  and  instrumentalities  for  engaging 
in  unfair  acts  and  practices  within  the  intent  and 
meaning  of  the  Federal  Trade  Commission  Act. 

Respectfully  submitted, 

F.  W.  JAMES, 
Attorney  for  petitioners 

CERTIFICATE 

Comes  now  the  undersigned  attorney  for  petitioners 
herein  and  hereby  certifies  that  in  his  judgment  this  Petition 
is  well  founded  and  is  not  interposed  for  delay. 

F.  W.  JAMES 


